DS-iSYS 1,25 VitD*? Control Set Instructions For Use .

REF | 1S- 2030 C €

immunodiagnosticsystems

1. Intended Use

For In Vitro Diagnostic Use
The IDS-iSYS 1,25 VitD* Control Set is for in vitro diagnostic use, for the quality control of the IDS-SYS 1,25 VitD*® on the
IDS-ISYS Multi-Discipline Automated System.

Rx Only

2. Summary and Explanation

The regular use of control samples at several analyte levels is advised to ensure day-to-day validity of results. The IDS-iSYS
1,25 VitD* Control Set contains buffered human serum at two concentrations of 1,25(0OH),D. The controls are used for
monitoring the accuracy and precision of the IDS-iSYS 1,25 VitD*? assay.

3. Warnings and Precautions

The IDS-ISYS 1,25 VitD*® Control Set is for in vitro diagnostic use only and is not for internal use in humans or animals. This
product must be used strictly in accordance with the instructions set out in the Instructions for Use. Immunodiagnostic Systems
Limited (IDS) will not be held responsible for any loss or damage (except as required by statute) howsoever caused, arising out
of non-compliance with the instructions provided.

CAUTION: This kit contains material of animal origin. Handle kit reagents as if capable of transmitting an infectious agent.
Appropriate precautions and good laboratory practice must be used in the storage, handling and disposal of the kit reagents.
Disposal of kit reagents should be in accordance with local regulations.

Human material used in the preparation of this product has been tested by FDA recommended assays for the presence of antibody to
Human Immunodeficiency Virus (HIV | and I1), Hepatitis B surface antigen, antibody to Hepatitis C, and found negative. As no test can offer
complete assurance that infectious agents are absent, the reagents should be handled according to Biosafety Level 2.

Sodium Azide
Controls contain sodium azide (NaN3) >0.1% (w/w) (<1%).

Classification under CLP:
Acute Tox. 4
Aquatic Chronic 3

Hazard statements: Precautionary statements:

EUHO032 Contact with acids liberates very toxic gas P264 Wash hands thoroughly after handling.

H302 Harmful if swallowed P270 Do not eat, drink or smoke when using this product.
H412 Harmful to aquatic life with long lasting effects P273 Avoid release to the environment.

P301/310 IF SWALLOWED: Immediately call a POISON
CENTER or doctor.

P330 Rinse mouth.

P501 Dispose of contents/container to hazardous or
special waste collection point.

4. Handling Precautions

The IDS-iISYS 1,25 VitD*? controls are lyophilised. Ensure the controls equilibrate to room temperature (18 - 25°C).
Reconstitute immediately before use. Add 1.2 mL of distilled or deionised water to each bottle. Replace the stopper. Leave for
10 minutes to reconstitute. Vortex for 2-3 seconds; invert gently to ensure complete reconstitution. Care should be taken to
avoid the formation of foam.

If Controls are to be used more than once, they must be frozen (-20 °C) in the original vial within 15 minutes of reconstitution.
When re-using frozen Controls; thaw at room temperature, vortex for 2-3 seconds and use within 15 minutes. Aliquots should
not be re-frozen.

5. Shelf Life and Storage of Reagents
Store the controls in an upright position at 2 to 8°C prior to use. Self-defrosting freezers are not recommended for reconstituted
controls storage.

Reagents shelf life Controls
Before opening at 2 - 8 °C To the expiry date
After reconstitution at 2-8°C 6 hours
After reconstitution at -20°C or lower in the original vial 28 days
Freeze/thaw cycle(s) 2

On board the IDS-iSYS * 4 hours

* Continuous on board stability
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6. Materials
Materials Provided

CTL1 Human serum buffer matrix containing 1,25(0OH),D and sodium azide as preservative (<1.0%, w/w). 6 each of 2
CTL2 concentration level, 1.2 mL.

Materials Required But Not Provided
System Optional equipment / materials
1S-310400 IDS-ISYS Multi-Discipline Automated System 1S-2035 IDS-iISYS 1,25 VitD*P Calibration Verifiers

1S-2000 IDS-iISYS 1,25 VitDXP IS-10DA IDS-iSYS Diluent A
IS-CC100 IDS-iSYS Cuvettes
IS-CS100 IDS-iISYS System Liquid (Syst I) Disposable polypropylene 2 mL, 10.8 mm diameter conical

IS-CW100 IDS-iISYS Wash Solution (Wash S) skirted base, screw cap micro tubes and screw cap with O-
IS-CT100 IDS-ISYS Trigger Set ring (Sarstedt 72.609 and 65.716 or equivalent)
1S-6010 IDS-iSYS Cartridge Check System (CCS) Precision Pipetting Devices

IS-CSC105  Sample Cups (500 pL)
IS-DW225 Disposable waste bags
IS-DS100 D-SORB solution

7. Assay

When using the Controls; pipette approximately 400 pL (218 pL per replicate) of each control into disposable 2 mL screw cap
micro tubes and place on the System. Proceed according to the instructions of the IDS-iISYS Multi-Discipline Automated
System User Manuals.

Discard the material in the micro tubes after use. DO NOT return material to the control vial.

All data required for the controls can be found on the mini CD. If the data for the lot of controls is not available on board the
System, load the data using the mini CD provided with the control.

Use the IDS-iSYS 1,25 VitD*P Control Set for quality control. Controls should be tested minimally at least once every 24 hours
when the test is in use and during every calibration in conformance with local, state and/or federal regulations or accreditation
requirements and your laboratory’s quality procedure. It is recommended that labs testing the specimens in multiple shifts in a
day should measure the controls during each shift.

During a calibration, all control levels should be assayed in duplicate. The control values must be within the acceptable ranges
specified. If a control is out of its specified range, the associated test results are invalid and samples must be retested.
Recalibration may be required.

8. Symbols used

REF Catalogue Number
IVD In Vitro Diagnostic Device
“ Manufacturer
C E Applied in accordance with directive 98/79/EC
Rx Only Caution: US Federal Law restricts this device to sale by or on the order of a (licensed healthcare
practitioner)

d Immunodiagnostic Systems Limited,

10 Didcot Way, Boldon Business Park,

Boldon, Tyne & Wear, NE35 9PD, UK

Tel.: +44 191 519 0660 » Fax: +44 191 519 0760
e-mail: info.uk@idsplc.com  « www.idsplc.com

Immunodiagnostic Systems

USA Immunodiagnostic Systems (IDS) Inc,
948 Clopper Road, Gaithersburg, MD 20878, USA.
Tel.: +1 877 852 6210 » Fax: +1 301 990 4236

e-mail: info.us@idsplc.com

France Immunodiagnostic Systems SAS,
153 Avenue D’ltalie, 75013 Paris, France
Tel.: +33 140 770 450 » Fax: +33 140 770 455

e-mail: info.fr@idsplc.com

Belgium Immunodiagnostic Systems S.A.,
Rue Ernest Solvay 101, 4000 Liege, Belgium
Tel.: +32 425 226 36 * Fax: +32 425 251 96

e-mail: info.be@idsplc.com
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Germany Immunodiagnostic Systems GmbH (IDS GmbH)
Mainzer Landstrasse 49, 60329 Frankfurt am Main.

Tel.: +49 693 085 5025 » Fax: +49 693 085 5125

e-mail: info.de@idsplc.com

Scandinavia Immunodiagnostic Systems Nordic a/s (IDS
Nordic a/s), International House, Center Boulevard 5,

2300 Kgbenhavn S, Denmark

Tel:+45 448 400 91 e-mail: info.nordic@idsplc.com

Brazil IDS Brasil Diagnosticos Ltda.

Rua dos Pinheiros, 610 - conj 41 Edificio Win Work Pinheiros
S&o Paulo, SP Brasil. CEP: 05422 001

Phone: +55 113 740 6100 * Fax: + 55113 740 6105

email: info.br@idsplc.com
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IDS-iISYS 1,25 VitD*® Control Set Mode d’emploi .

REF | 1S- 2030 C €

immunodiagnosticsystems

1. Utilisation prévue

Pour diagnostic In Vitro
Le kit de controle IDS-iISYS 1,25 VitD** Control Set est prévu pour une utilisation a des fins de diagnostic in vitro, pour le
contrdle de la qualité du dosage IDS-iISYS 1,25 VitD*® sur le systéme IDS-iSYS Multi-Discipline Automated System.

Rx Only

2. Résumé et explication

L'utilisation réguliere d’échantillons de controle pour différentes concentrations d’analyte est recommandée pour garantir la
validité des résultats au jour le jour. Le kit de contrdle IDS-iISYS 1,25 VitD*P Control Set contient du sérum humain tamponné a
deux concentrations différentes de 1,25(0OH).D. Les contréles sont utilisés pour vérifier I'exactitude et la précision du dosage
IDS-iSYS 1,25 VitD*®.

3. Avertissements et précautions

Le kit de contrdle IDS-iSYS 1,25 VitD*® Control Set est destiné uniqguement au diagnostic in vitro et ne doit pas étre utilisé
in vivo sur I’homme ou sur I'animal. Ce produit doit étre utilisé en respectant scrupuleusement les instructions présentées dans
le mode d’emploi. Immunodiagnostic Systems Limited (IDS) décline toute responsabilité en cas de perte ou de dommage (sauf
contrainte Iégale), quelle qu’en soit la cause, consécutif au non-respect des instructions fournies.

ATTENTION : Ce kit contient des substances d’origine animale. Manipuler les réactifs du kit comme s'ils étaient susceptibles de
transmettre un agent infectieux. Prendre toutes les précautions appropriées et respecter les bonnes pratiques de laboratoire
pour tout ce qui concerne la conservation, la manipulation et I'élimination des réactifs du kit. L’élimination des réactifs du kit doit
étre faite en suivant les réglementations locales.

Les substances d’origine humaine utilisées dans la préparation de ce produit ont été testées dans le cadre des tests recommandés par la
FDA en vue de détecter la présence d’anticorps au Virus de I'lmmunodéficience Humaine (VIH | et Il), d’antigénes de surface a I'hépatite B
et d’anticorps de I’hépatite C, et tous ces tests se sont avérés négatifs. Dans la mesure ol aucun test ne peut garantir complétement
I’'absence d’agents infectieux, les réactifs doivent étre manipulés conformément aux directives de biosécurité de niveau 2.

Azoture de sodium
Les contréles contiennent de I'azoture de sodium (NaNs) > 0,1 % (pourcentage massique < 1 %).

Classification under CLP:
Acute Tox. 4
Aquatic Chronic 3

Hazard statements: Precautionary statements:

EUHO032 Contact with acids liberates very toxic gas P264 Wash hands thoroughly after handling.

H302 Harmful if swallowed P270 Do not eat, drink or smoke when using this product.
H412 Harmful to aquatic life with long lasting effects P273 Avoid release to the environment.

P301/310 IF SWALLOWED: Immediately call a POISON
CENTER or doctor.

P330 Rinse mouth.

P501 Dispose of contents/container to hazardous or
special waste collection point.

4. Précautions de manipulation

Les controles de IDS-iSYS 1,25 VitD*? sont lyophilisés. S'assurer que les contrles se stabilisent a température ambiante (18 a
25 °C). Reconstituer immédiatement avant utilisation. Ajouter 1,2 mL d’eau distillée ou désionisée a chaque flacon. Remplacer
le bouchon. Laisser se reconstituer 10 minutes. Vortexer pendant 2 & 3 secondes ; retourner doucement pour garantir une
reconstitution compléete. Des précautions doivent étre prises pour éviter la formation de mousse.

Si les controles doivent étre utilisés plus d’une fois, ils doivent étre congelés (a -20 °C) dans leur flacon original dans les
15 minutes qui suivent la reconstitution. Lors d’une réutilisation de controles congelés, les laisser décongeler a température
ambiante, vortexer pendant 2 a 3 secondes, et les utiliser dans les 15 minutes. Les aliquotes ne doivent pas étre recongelées.
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5. Durée de vie et conservation des réactifs
Conserver les controles en position verticale a une température comprise entre 2 & 8 °C avant utilisation. Les congélateurs
auto-dégivrants ne sont pas recommandés pour la conservation des échantillons.

Durée de vie des réactifs Contrbles

Avant ouverture : entre 2 et 8 °C Jusqu’a la date de péremption
Apres reconstitution : entre 2 et 8 °C 6 heures

Aprés reconstitution & -20 °C ou moins dans le flacon d’origine 28 jours

Cycle(s) de congélation/décongélation 2

Sur I'IDS-iSYS * 4 heures

* Stabilité continue sur le Systéme.

6. Substances
Substances fournies

CTL1 Matrice tampon de sérum humain contenant de la 1,25(0OH).D et de I'azoture de sodium comme agent de
CTL2 conservation (< 1,0 % en pourcentage massique). 6 pour les 2 niveaux de concentration, 1,2 mL.

Substances nécessaires, mais non fournies

Systéme Equipement/matériel facultatif

1S-310400 IDS-iSYS Multi-Discipline Automated System 1S-2035 IDS-iSYS 1,25 VitD*P Calibration Verifiers
1S-2000 IDS-iSYS 1,25 VitDXP IS-10DA IDS-ISYS Diluent A

IS-CC100 IDS-iSYS Cuvettes

IS-CS100 IDS-iSYS System Liquid (Syst I) Microtubes jetables & bouchon a vis et & base conique a jupe
IS-CW100 IDS-ISYS Wash Solution (Wash S) de 10,8 mm de diamétre en polypropyléne, d’une capacité de
IS-CT100 IDS-iISYS Trigger Set 2 mL, et bouchon & vis avec joint torique (Sarstedt 72.609 et
1S-6010 IDS-iISYS Cartridge Check System (CCS) 65.716 ou équivalent)

IS-CSC105  Sample Cups (500 pL) Dispositifs de pipetage de précision

I1S-DW225 Disposable waste bags
IS-DS100 D-SORB solution

7. Dosage

Lors de l'utilisation des controles ; pipeter environ 400 yL (218 pL par exemplaire) de chaque contréle et introduire ce
volume dans des microtubes jetables de 2 mL a bouchon vissé, avant de les placer sur le Systeme. Procéder selon les
instructions contenues dans le mode d’emploi de IDS-iSYS Multi-Discipline Automated System.

Eliminer les substances contenues dans les microtubes aprés utilisation. NE PAS remettre ces substances dans les flacons
des contrdles.

Toutes les données requises pour I'étalonnage de la cartouche sont disponibles sur le mini-CD. Si les données du lot de
contrdles ne sont pas disponibles a bord du Systéme, charger les données a I'aide du mini-CD fourni avec le kit de contrble.

Utiliser le kit de contréle IDS-iISYS 1,25 VitD*® Control Set pour assurer un contréle qualité. Les controles doivent étre testés au
moins une fois toutes les 24 heures lorsque le test est en cours d’utilisation et au cours de chaque étalonnage, en respectant
les réglementations ou les exigences d’accréditation locales, régionales et/ou nationales ainsi que les procédures de qualité de
votre laboratoire. Il est recommandé aux laboratoires testant les spécimens au cours de plusieurs tranches horaires de la
journée de mesurer les contréles au cours de chaque tranche horaire.

Au cours d’'un étalonnage, tous les niveaux de controle doivent étre mesurés en deux exemplaires. Les valeurs de contrdle
doivent étre comprises dans les plages acceptables spécifiées. Si un contrdle est hors plage, les résultats des tests
correspondants sont invalides et les échantillons doivent étre testés a nouveau. Il peut s’avérer nécessaire de procéder a un
nouvel étalonnage.
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8. Symboles utilisés

REF Numéro de catalogue

IVD Dispositif de diagnostic in vitro

“ Fabricant

C E Appliqué conformément a la directive 98/79/EC

Rx Only Attention : Selon la loi fédérale américaine, ce dispositif ne peut étre vendu que par un professionnel de

santé autorisé ou a la demande de celui-ci.

d Immunodiagnostic Systems Limited,
10 Didcot Way, Boldon Business Park,
Boldon, Tyne & Wear, NE35 9PD, UK
Tél. : +44 191 519 0660
E-mail : info.uk@idsplc.com  « www.idsplc.com

Immunodiagnostic Systems

Etats-Unis Immunodiagnostic Systems (IDS) Inc,
948 Clopper Road, Gaithersburg, MD 20878, USA.
Tél.: +1 877 852 6210 « Fax : +1 301 990 4236

E-mail : info.us@idsplc.com

France Immunodiagnostic Systems SAS,
153 Avenue D’ltalie, 75013 Paris, France
Tél. : +33 140 770 450 » Fax : +33 140 770 455

E-mail : info.fr@idsplc.com

Belgigue Immunodiagnostic Systems S.A.,

Rue Ernest Solvay 101, 4000 Liege, Belgium

Tél. : +32 425 226 36 » Fax : +32 425 251 96
E-mail : info.be@idsplc.com
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» Fax : +44 191 519 0760

Allemagne Immunodiagnostic Systems GmbH (IDS GmbH)
Mainzer Landstrasse 49, 60329 Frankfurt am Main.
Tél. : +49 693 085 5025 » Fax : +49 693 085 5125

E-mail : info.de@idsplc.com

Scandinavie Immunodiagnostic Systems Nordic a/s (IDS
Nordic a/s), International House, Center Boulevard 5,

2300 Kgbenhavn S, Denmark

Tél. :+45 448 400 91 E-mail : info.nordic@idsplc.com

Brésil IDS Brasil Diagnésticos Ltda.

Rua dos Pinheiros, 610 - conj 41 Edificio Win Work Pinheiros
Sao Paulo, SP Brasil. CEP: 05422 001

Téléphone : +55 113 740 6100  « Fax: + 55 113 740 6105
E-mail : info.br@idsplc.com
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IDS-iISYS 1,25 VitD*P Control Set Gebrauchsanweisung

REF | |S- 2030 (: €

immunodiagnosticsystems

1. Verwendungszweck

Fur die diagnostische In-vitro-Verwendung
Das IDS-iSYS 1,25 VitD** Control Set ist fur die diagnostische In-vitro-Verwendung vorgesehen. Sie filhren damit auf der
IDS-iSYS Multi-Discipline Automated System-Familie (System) die Qualitatskontrolle fir IDS-iSYS 1,25 VitD*? durch.

Rx Only

2. Zusammenfassung und Erlauterung

Der regelmafige Einsatz von Kontrollproben auf mehreren Analytebenen wird empfohlen, um die tagliche Validitat der
Ergebnisse sicherzustellen. Das IDS-iSYS 1,25 VitD*® Control Set enthalt gepuffertes Humanserum in zwei 1,25(0OH),D-
Konzentrationen. Die Kontrollen dienen zur Uberwachung der Genauigkeit und Prézision des IDS-iSYS 1,25 VitD*P-Assays.

3. Warnungen und VorsichtsmafRhahmen

Das IDS-iSYS 1,25 VitD*® Kontrollset dient ausschlieRlich zur In-vitro-Diagnose und nicht zur internen Anwendung bei Menschen
oder Tieren. Das Produkt muss streng gemaR der in dieser Gebrauchsanweisung beschriebenen Anleitungen verwendet werden.
Immunodiagnostic Systems Limited (IDS) ist nicht haftbar fir Verluste oder Schaden aufgrund der Nichtbeachtung dieser
Anweisungen (aul3er in Fallen, in denen dies durch Gesetze vorgeschrieben ist), unabhéngig davon, wie diese entstanden sind.

ACHTUNG: Dieses Kit enthalt Material tierischen Ursprungs. Behandeln Sie Kit-Reagenzien so, als ob diese Infektionserreger
Ubertragen konnten. Bei der Lagerung, Handhabung und Entsorgung von Kit-Reagenzien miissen geeignete
Vorsichtsmafinahmen und gute Laborpraktiken Anwendung finden. Die Entsorgung der Kit-Reagenzien nach den ortlichen
Vorschriften durchfiihren.

Das zur Aufbereitung dieses Produkts verwendete Humanmaterial wurde mit von der US-amerikanischen Food and Drug Administration
(FDA) empfohlenen Assays auf das Vorhandensein von Antikorpern gegen das Humanimmundefizienzvirus (HIV | und II), Hepatitis-B-
Oberflachenantigenen sowie Antikérpern gegen Hepatitis C hin untersucht und fiir negativ befunden. Da kein Test vollstandig garantieren
kann, dass keine infektiosen Krankheitserreger vorhanden sind, sollten die Reagenzien gemaR den Vorschriften der Biosicherheitsstufe 2
gehandhabt werden.

Natriumazid
Kontrollen enthalten Natriumazid (NaNs) > 0,1 % (Gew.-%) (< 1 %).

Classification under CLP:
Acute Tox. 4
Aquatic Chronic 3

Hazard statements: Precautionary statements:

EUHO032 Contact with acids liberates very toxic gas P264 Wash hands thoroughly after handling.
H302 Harmful if swallowed P270 Do not eat, drink or smoke when using this
H412 Harmful to aquatic life with long lasting effects product.

pP273 Avoid release to the environment.

P301/310 IF SWALLOWED: Immediately call a POISON
CENTER or doctor.

P330 Rinse mouth.

P501 Dispose of contents/container to hazardous or
special waste collection point.

4. VorsichtsmaRnahmen bei der Handhabung

Die IDS-iSYS 1,25 VitD*? Kontrollen sind lyophilisiert. Stellen Sie sicher, dass die Kontrollen Raumtemperatur erreichen (18—
25 °C). Erst unmittelbar vor Gebrauch rekonstituieren. Geben Sie 1,2 mL destilliertes oder deionisiertes Wasser in jede Flasche.
Setzen Sie den Stopfen wieder auf. Fir 10 Minuten zum Rekonstituieren stehen lassen. Fiir 2—3 Sekunden vortexen; vorsichtig
auf den Kopf drehen, um eine vollstandige Rekonstitution sicherzustellen. Vermeiden Sie eine Schaumbildung.

Wenn die Kontrollen mehrmals verwendet werden sollen, missen diese in der Originalflasche innerhalb von 15 Minuten nach
Rekonstitution bei —20 °C aufbewahrt werden. Tauen Sie gefrorene Kalibratorflaschen bei Zimmertemperatur auf, vortexen Sie
diese fiir 2-3 Sekunden und benutzen Sie sie innerhalb von 15 Minuten. Aliquotflaschen dirfen nicht wieder eingefroren werden.

5. Haltbarkeit und Lagerung von Reagenzien
Lagern Sie die Kontrollen vor dem Gebrauch in senkrechter Position bei 2 bis 8 °C. Gefrierschranke mit Abtauautomatik
werden fUr die Lagerung von rekonstituierten Kontrollen nicht empfohlen.

Reagenzien-Haltbarkeit Kontrollen
Vor dem Offnen bei 2-8 °C Bis zum Verfallsdatum
Nach der Rekonstitution bei 2—8 °C 6 Stunden

Nach der Rekonstitution bei mindestens —20 °C in der Originalflasche
28 Tage
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Einfrier-/Auftau-Zyklen 2

Auf dem IDS-ISYS * 4 Stunden
* Kontinuierliche Stabilitdt auf dem System

6. Materialien
Bereitgestellte Materialien

CTL1 Die gepufferte Humanserum-Matrix enthélt 1,25(0OH),D sowie Natriumazid als Konservierungsmittel (< 1,0 %
CTL2 Gew.-%). Je 6 fur 2 Konzentrationen, 1,2 mL.

Erforderliche aber nicht bereitgestellte Materialien

System Optionale Gerate / Materialien

I1S-310400 IDS-iSYS Multi-Discipline Automated System 1S-2035 IDS-ISYS 1,25 VitD*P Calibration Verifiers
IS-2000 IDS-ISYS 1,25 VitD*P IS-10DA IDS-iSYS Diluent A

IS-CC100 IDS-iSYS Cuvettes

IS-CS100 IDS-iISYS System Liquid (Syst I) Einweg-Polypropylen 2 mL, konisch geformte Basis mit
IS-CW100 IDS-iISYS Wash Solution (Wash S) 10,8 mm Durchmesser, Schraubverschluss-Mikroréhrchen
IS-CT100 IDS-iSYS Trigger Set und Schraubverschluss mit O-Ring (Sarstedt 72.609 und
IS-6010 IDS-ISYS Cartridge Check System (CCS) 65.716 oder vergleichbar)

IS-CSC105  Sample Cups (500 pL) Préazisionspipettierungsgerite

IS-DW225 Disposable waste bags
IS-DS100 D-SORB solution

7. Test

Wenn Sie die Kontrollen verwenden, pipettieren Sie ca. 400 pL (218 pL pro Replicat) von jeder Kontrolle 2 mL-Einweg
Schraubverschluss-Mikroréhrchen und laden Sie diese auf das System. Fahren Sie gemafR den Anweisungen des IDS-iISYS
Multi-Discipline Automated System-Benutzerhandbuchs fort.

Nach Gebrauch das Material in den ProbengefalRen entsorgen. Material NICHT in das Kontrollflaschchen zuriickgeben.

Alle fur die Kontrollen erforderlichen Daten befinden sich auf der Mini-CD. Falls die Daten der Kontrollcharge nicht im System zu
finden sind, diese Daten von der im Kontrollset mitgelieferten Mini-CD hochladen.

Verwenden Sie zur Qualitatskontrolle das IDS-iSYS 1,25 VitD*® Control Set. Kontrollen sollten mindestens einmal in 24 Stunden
getestet werden, wenn der Test in Gebrauch ist, und wahrend jeder Kalibrierung. Dies erfolgt nach den geltenden Bestimmungen
oder Akkreditierungsbedingungen und dem Verfahren zur Qualitatskontrolle Ihres Labors. Es wird empfohlen, dass Labore, die
Proben in mehreren Schichten am Tag testen, die Kontrollen in jeder Schicht messen.

Wabhrend der Kalibrierung sollten alle Kontrollkonzentrationen im Doppelansatz getestet werden. Die Kontrollwerte missen in
den angegebenen annehmbaren Bereichen liegen. Ist ein Kontrollwert auRerhalb des entsprechenden Bereichs, sind die
zugehorigen Testergebnisse ungiltig und die Proben sind erneut zu testen. Mdglicherweise ist eine erneute Kalibrierung
erforderlich.

8. Verwendete Symbole

REF Katalognummer
IVD In-vitro-Diagnostikgerat
J Hersteller
C E GemaR Richtlinie 98/79/EC verwendet
Rx Only Achtung: Der Verkauf oder die Verschreibung dieses Gerats durch einen Arzt unterliegt den

Beschrankungen des Bundesgesetzes.

d Immunodiagnostic Systems Limited,

10 Didcot Way, Boldon Business Park,

Boldon, Tyne & Wear, NE35 9PD, UK

Tel.: +44 191 519 0660 » Fax: +44 191 519 0760
E-Mail: info.uk@idsplc.com  « www.idsplc.com
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Frankreich Immunodiagnostic Systems SAS,
153 Avenue D’ltalie, 75013 Paris, France
Tel.: +33 140 770 450 » Fax: +33 140 770 455

E-Mail: info.fr@idsplc.com

Belgien Immunodiagnostic Systems S.A.,
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IDS-ISYS 1,25 VitD*? Control Set Istruzioni per I'uso

REF | 1S- 2030 C €

immunodiagnosticsystems

1. Uso previsto

Per uso diagnostico in vitro
L'IDS-iSYS 1,25 VitD** Control Set & destinato all'uso diagnostico in vitro, per il controllo di qualita di IDS-ISYS 1,25 VitD*?
sull'lDS-iSYS Multi-Discipline Automated System.

Rx Only

2. Riassunto e spiegazione

Per assicurare quotidianamente la validita dei risultati & raccomandato il regolare uso di campioni di controllo a diversi livelli di
analita. L'IDS-iSYS 1,25 VitD*P Control Set contiene siero umano tamponato a due concentrazioni di 1,25(OH).D. | controlli
vengono usati per il monitoraggio dell'accuratezza e della precisione del dosaggio dell'lDS-iSYS 1,25 VitD*?.

3. Avvertenze e precauzioni

L'IDS-iSYS 1,25 VitD* Control Set & destinato esclusivamente all’'uso diagnostico in vitro e non & concepito per I'uso interno in
esseri umani 0 animali. Questo prodotto deve essere utilizzato rigorosamente in ottemperanza alle indicazioni riportate nelle
istruzioni per I'uso. La Immunodiagnostic Systems Limited (IDS) non rispondera di eventuali perdite o danni (ad eccezione di
quanto stabilito dalla legge), indipendentemente dalla loro natura, sorti dal non corretto utilizzo del kit in base alle istruzioni fornite.

ATTENZIONE: il presente kit contiene materiale di origine animale. Manipolare i reagenti del kit come potenziali vettori di agenti
infettivi. E necessario seguire le opportune precauzioni e le corrette prassi di laboratorio nella conservazione, nell'utilizzo e
nello smaltimento dei reagenti del kit. Lo smaltimento dei reagenti del kit deve essere eseguito nel rispetto delle normative
locali vigenti.

Il materiale umano utilizzato nella preparazione di questo prodotto é stato testato mediante dosaggi raccomandati dalla FDA per quanto
riguarda la presenza di anticorpi anti-virus dell'immunodeficienza umana (HIV | e Il), di antigeni di superficie del virus dell’epatite B, di
anticorpi anti-epatite C e ha dato risultati negativi. Poiché nessun metodo di indagine ¢ in grado di garantire completamente I'assenza di
agenti infettivi dai reagenti, questi devono essere maneggiati conformemente al livello 2 di biosicurezza.

Sodio azide
| controlli contengono sodio azide (NaN3) > 0,1% (p/p) (< 1%).

Classification under CLP:
Acute Tox. 4
Aquatic Chronic 3

Hazard statements: Precautionary statements:

EUHO032 Contact with acids liberates very toxic gas P264 Wash hands thoroughly after handling.

H302 Harmful if swallowed P270 Do not eat, drink or smoke when using this product.
H412 Harmful to aquatic life with long lasting effects pP273 Avoid release to the environment.

P301/310 IF SWALLOWED: Immediately call a POISON
CENTER or doctor.

P330 Rinse mouth.

P501 Dispose of contents/container to hazardous or
special waste collection point.

4. Precauzioni per 'uso

I controlli IDS-ISYS 1,25 VitD*® sono liofilizzati. Verificare che i controlli abbiano raggiunto la temperatura ambiente (18—25 °C).
Ricostituire immediatamente prima dell’'uso. Aggiungere 1,2 mL di acqua distillata o deionizzata a ogni flacone. Riposizionare il
tappo. Lasciare ricostituire per 10 minuti. Agitare su vortex per 2—3 secondi; capovolgere delicatamente per garantire la
ricostituzione completa. Aver cura di evitare la formazione di schiuma.

Se i controlli devono essere utilizzati pit di una volta, devono essere congelati (-20 °C) nel flaconcino originale entro 15 minuti
dalla ricostituzione. Quando si riutilizzano i controlli congelati, scongelare a temperatura ambiente, agitare su vortex per
2-3 secondi e utilizzare entro 15 minuti. Le aliquote non devono essere ricongelate.

5. Durata e conservazione dei reagenti
Conservare i controlli in posizione verticale a 2-8 °C prima dell’'uso. | congelatori autosbrinanti non sono raccomandati per la
conservazione dei controlli ricostituiti.

Durata dei reagenti Controlli

Prima dell’'apertura a 2-8 °C Fino alla data di scadenza
Dopo la ricostituzione a 2—8 °C 6 ore

Dopo la ricostituzione a -20 °C o a temperatura inferiore nel flaconcino originale 28 giorni

Cicli di congelamento/scongelamento 2

Caricati nel sistema IDS-iSYS * 4 ore

* Stabilita continua dei controlli caricati nel sistema
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6. Materiali
Materiali forniti

CTL1
CTL2

Matrice sierica umana tamponata contenente 1,25(0OH),D con sodio azide come conservante (< 1,0%, p/p).
6 ciascuna con 2 livelli di concentrazione, 1,2 mL.

Materiali richiesti, ma non forniti

Sistema Accessori/materiali facoltativi

1S-310400 IDS-ISYS Multi-Discipline Automated System 1S-2035 IDS-ISYS 1,25 VitD*P Calibration Verifiers
1S-2000 IDS-ISYS 1,25 VitD*P IS-10DA IDS-iSYS Diluent A

IS-CC100 IDS-iSYS Cuvettes

IS-CS100 IDS-iISYS System Liquid (Syst ) Base conica skirted monouso in polipropilene da 2 mL,
IS-CW100 IDS-iISYS Wash Solution (Wash S) diametro di 10,8°mm, tappo a vite per microprovette e tappo a
IS-CT100 IDS-iSYS Trigger Set vite con O-ring (Sarstedt 72.609 e 65.716 o equivalente)
1S-6010 IDS-ISYS Cartridge Check System (CCS) Dispositivi di pipettaggio di precisione

IS-CSC105  Sample Cups (500 pL)

IS-DW225 Disposable waste bags

IS-DS100 D-SORB solution

7. Dosaggio

Quando si usano i controlli, pipettare circa 400 pL (218 pL per replica) di ogni controllo in microprovette monouso da 2°mL
con tappo a vite e caricare nel sistema. Procedere secondo le istruzioni del Manuale dell’'utente IDS-iSYS Multi-Discipline
Automated System.

Dopo l'uso eliminare il materiale contenuto nelle microprovette. NON ritrasferire il materiale nei flaconcini dei controlli.

Tutti i dati necessari ai controlli sono disponibili sul mini CD. Se nel sistema non sono disponibili i dati dei lotti dei controlli,
caricarli utilizzando il mini CD in dotazione con il controllo.

Utilizzare I''DS-iSYS 1,25 VitD** Control Set per il controllo di qualita. I controlli devono essere verificati almeno una volta ogni
24 ore quando il test & in uso e durante ogni calibrazione, in conformita alle normative locali, regionali e/o statali o ai requisiti di
accreditamento e alla procedura di qualita del singolo laboratorio. Si raccomanda che i laboratori che analizzano i campioni su
piu turni al giorno misurino i controlli a ogni turno.

Durante una calibrazione devono essere misurati tutti i livelli dei controlli, in duplicato. | valori dei controlli devono rientrare negli

intervalli accettabili specificati. Se un controllo non rientra nel proprio intervallo specificato, i rispettivi risultati dell’analisi non
saranno validi e i campioni dovranno essere rianalizzati. Potrebbe essere necessario ripetere la calibrazione.

8. Simboli usati

REF Numero di catalogo

IVD

wad
Ce

Rx Only

Dispositivo diagnostico In Vitro

Produttore

Applicato conformemente alla direttiva 98/79/EC

Attenzione: Le leggi federali (statunitensi) limitano la vendita di questo dispositivo da parte di o su richiesta
di un (professionista sanitario autorizzato)

d Immunodiagnostic Systems Limited,

10 Didcot Way, Boldon Business Park,

Boldon, Tyne & Wear, NE35 9PD, UK

Tel.: +44 191 519 0660 » Fax: +44 191 519 0760
e-mail: info.uk@idsplc.com  * www.idsplc.com
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948 Clopper Road, Gaithersburg, MD 20878, USA.
Tel.: +1 877 852 6210 » Fax: +1 301 990 4236

e-mail: info.us@idsplc.com

Francia Immunodiagnostic Systems SAS,
153 Avenue D’ltalie, 75013 Paris, France
Tel.: +33 140 770 450 * Fax: +33 140 770 455

e-mail: info.fr@idsplc.com

Belgio Immunodiagnostic Systems S.A.,
Rue Ernest Solvay 101, 4000 Liege, Belgium
Tel.: +32 425 226 36 » Fax: +32 425 251 96

e-mail: info.be@idsplc.com
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Nordic a/s), International House, Center Boulevard 5,

2300 Kgbenhavn S, Denmark
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IDS-iSYS 1,25 VitD* Control Set Instrugdes de utilizagéo .

REF | 1S- 2030 C €

immunodiagnosticsystems

1. Utilizacdo prevista

Para utilizagc&o no diagndstico in vitro
O IDS-iISYS 1,25 VitD** Control Set destina-se a utilizagdo no diagndstico in vitro para o controlo de qualidade do IDS-ISYS
1,25 VitD*? no IDS-iISYS Multi-Discipline Automated System.

Rx Only

2. Resumo e explicacéo

Recomendamos o uso regular de amostras de controlo em varios niveis de analitos para assegurar a validade diaria dos
resultados. O IDS-iSYS 1,25 VitD*? Control Set contém soro humano tamponado em duas concentragées de 1,25(0OH),D. Os
controlos destinam-se a monitorizar a precisdo do ensaio IDS-ISYS 1,25 VitD*?.

3. Adverténcias e precaucdes

O IDS-iSYS 1,25 VitD*P Control Set destina-se apenas a utilizagéo no diagndstico in vitro e ndo a utilizag&o interna em seres
humanos ou animais. Este produto deve ser utilizado estritamente de acordo com as instrugfes definidas nas Instru¢des de
utilizag@o. A Immunodiagnostic Systems Limited (IDS) ndo se responsabiliza por quaisquer perdas ou danos (exceto conforme
exigido por lei), independentemente das causas, resultantes do ndo cumprimento das instrugdes fornecidas.

ATENGAO: Este kit contém material de origem animal. Manuseie os reagentes do kit como potenciais transmissores de agentes
infeciosos. Tenha em conta as precaugGes apropriadas e as boas praticas laboratoriais no manuseamento, na conservagao e
eliminagéo dos reagentes do kit. Elimine os reagentes do kit de acordo com os regulamentos locais.

O material humano utilizado na preparagdo deste produto foi testado com os ensaios recomendados pela FDA para detetar a presencga de
anticorpos do virus de imunodeficiéncia humana (VIH I e I}, antigénio de superficie da hepatite B e anticorpo da Hepatite C com resultado
negativo. Como ndo existe um teste que garanta efetivamente a auséncia de agentes infeciosos, os reagentes devem ser manuseados de
acordo com o Nivel 2 de Biosseguranga.

Azida de sédio
Os controlos contém azida de sadio (NaN3) >0,1% (p/p) (<1%).

Classification under CLP:
Acute Tox. 4
Aquatic Chronic 3

Hazard statements: Precautionary statements:

EUHO032 Contact with acids liberates very toxic gas P264 Wash hands thoroughly after handling.

H302 Harmful if swallowed P270 Do not eat, drink or smoke when using this product.
H412 Harmful to aquatic life with long lasting effects pP273 Avoid release to the environment.

P301/310 IF SWALLOWED: Immediately call a POISON
CENTER or doctor.

P330 Rinse mouth.

P501 Dispose of contents/container to hazardous or
special waste collection point.

4. Precaucdes de manuseamento

Os controlos do IDS-iSYS 1,25 VitD*? sdo fornecidos liofilizados. Certifique-se de que os controlos se equilibram a temperatura
ambiente (18 a 25 °C). Reconstitua-os imediatamente antes de os utilizar. Adicione 1,2 mL de &gua destilada ou desionizada
em cada frasco. Reponha a rolha. Aguarde 10 minutos para concluir a reconstituicdo. Coloque-os no agitador por
2-3 segundos; inverta suavemente para assegurar a reconstituicdo completa. Devem ser tomadas precaugfes para evitar a
formacao de espuma.

Se os controlos forem ser utilizados mais de uma vez, devem ser congelados (—20 °C) no frasco original e nos 15 minutos
seguintes a reconstituicdo. Ao reutilizar controlos congelados, descongele-os a temperatura ambiente, coloque-os no agitador
2-3 segundos antes de os utilizar e utilize-os num prazo de 15 minutos. As aliquotas ndo devem ser congeladas novamente.

5. Prazo de validade e conservacédo dos reagentes
Conserve os controlos na vertical a uma temperatura de 2 a 8 °C antes de os utilizar. Os congeladores de autodescongelagao
néo sdo recomendados para a conservacao de controlos reconstituidos.

Validade dos reagentes Controlos
Antes de abrir, a 2-8 °C Até a data de validade
Apos a reconstituicdo, a 2-8 °C 6 horas

Ap6s a reconstituicdo, a —20 °C ou inferior, no frasco original 28 dias
Ciclo(s) de congelamento/descongelamento 2

Dentro do IDS-iSYS* 4 horas

* Estabilidade continua dentro do sistema
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6. Materiais
Materiais fornecidos

CTL1 Matriz de tampé&o de soro humano que contém 1,25(0OH),D e azida de sédio como conservante (<1,0%, p/p). 6 de
CTL2 cada dos 2 niveis de concentragéo, 1,2 mL.

Materiais necessarios mas nao fornecidos

Sistema Materiais/equipamento opcionais

1S-310400 IDS-ISYS Multi-Discipline Automated System 1S-2035 IDS-ISYS 1,25 VitD*P Calibration Verifiers
1S-2000 IDS-ISYS 1,25 VitD*P IS-10DA IDS-iSYS Diluent A

IS-CC100 IDS-iSYS Cuvettes

IS-CS100 IDS-iISYS System Liquid (Syst ) Microtubos descartaveis de polipropileno de 2 mL e 10,8 mm

IS-CW100 IDS-ISYS Wash Solution (Wash S) de diametro, com tampa de rosca, base conica com aba e
IS-CT100 IDS-iISYS Trigger Set tampa de rosca com anel vedante (Sarstedt 72.609 e 65.716
1S-6010 IDS-iSYS Cartridge Check System (CCS) ou equivalente)

IS-CSC105  Sample Cups (500 pL)
IS-DW225 Disposable waste bags
IS-DS100 D-SORB solution

Dispositivos de pipetagem de precisdo

7. Ensaio

Quando utilizar os controlos, pipete cerca de 400 pL (218 pL por réplica) de cada controlo em microtubos descartaveis de
2 mL com tampa de rosca e coloque no sistema. Prossiga de acordo com as instru¢des dos manuais do utilizador do IDS-ISYS
Multi-Discipline Automated System.

Elimine o material nos microtubos apds a sua utilizagdo. NAO volte a colocar o material nos frascos de controlo.

Todos os dados necessarios para os controlos podem ser encontrados no mini CD. Utilize o mini CD fornecido com o controlo
para carregar os dados do lote de controlos se estes nédo estiverem disponiveis no sistema.

Utilize o IDS-iSYS 1,25 VitD*P Control Set para controlo de qualidade. O controlo deve ser testado, minimamente, de 24 em 24
horas quando o teste estiver a ser utilizado e durante cada calibracdo em conformidade com as regulamentagdes locais,
estatais e/ou federais ou com os requisitos de acreditagédo e os procedimentos de qualidade do laboratério. Recomenda-se
que os laboratorios que testam os espécimes em varios turnos por dia megam os controlos durante cada turno.

Durante uma calibracéo, todos os niveis de controlo devem ser ensaiados em duplicado. Os valores de controlo devem estar

dentro dos intervalos aceitaveis especificados. Se um controlo estiver fora do seu intervalo especificado, os resultados de teste
associados sdo invéalidos, sendo necessario testar novamente as amostras. Pode ser necessaria uma recalibragao.

8. Simbolos utilizados

REF NUmero de catalogo
IVD Dispositivo para diagnéstico in vitro
“ Fabricante
C E Aplicado de acordo com a diretiva 98/79/CE
Rx Only Atencdo: A lei federal norte-americana limita a venda deste dispositivo a, ou por ordem de, um profissional

de saude devidamente licenciado
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IDS-ISYS 1,25 VitD*? Control Set Brugsanvisning

REF | |S- 2030 (: €

immunodiagnosticsystems

1. Tilsigtet brug

Til in vitro-diagnostisk brug
Kontrolszettet IDS-iISYS 1,25 VitD** Control Set er til in vitro-diagnostisk brug til kvalitetskontrol af IDS-iISYS 1,25 VitD*® pa
IDS-iSYS Multi-Discipline Automated System.

Rx Only

2. Oversigt og forklaring

Det anbefales at foretage jeevnlige kontrolpragver pa flere analytniveauer for at sikre resultaternes validitet fra dag til dag. IDS-iISYS
1,25 VitD*® Control Set indeholder bufferbehandlet humant serum ved to koncentrationer af 1,25(0OH).D. Kontrollerne bruges til
overvagning af ngjagtigheden og praecisionen af IDS-iSYS 1,25 VitD**-analysen.

3. Advarsler og forholdsregler

IDS-iSYS 1,25 VitD*® Control Set er udelukkende beregnet til in vitro-diagnostisk brug og ikke til indvortes brug i hverken
mennesker eller dyr. Dette produkt skal bruges i fuldsteendig overensstemmelse med vejledningen i brugsanvisningen.
Immunodiagnostic Systems Limited (IDS) kan ikke holdes ansvarlig for noget tab eller nogen skader (medmindre dette er bestemt
ved lov), uanset hvordan disse er opstaet, hvis de skyldes manglende overholdelse af den udleverede brugsanvisning.

FORSIGTIG: Dette szet indeholder materiale af animalsk oprindelse. Handter saettets reagenser, som hvis de var i stand til at
overfgre et smitsomt stof. Passende forholdsregler og god laboratorieskik skal overholdes, hvad angar opbevaring, handtering
og bortskaffelse af seettets reagenser. Bortskaffelse af seettets reagenser skal foregd i overensstemmelse med lokale
bestemmelser.

Det humane materiale, der er anvendt til udarbejdelsen af dette produkt, er blevet testet af anbefalede FDA (Food and Drug Administration)-
analyser og erklaeret negativt for tilstedeveerelse af antistof til humant immundefekt-virus (HIV | og Il), hepatitis B-overfladeantigen og
antistof til hepatitis C. Da der ikke findes nogen test, der fuldsteendigt kan sikre, at de smitsomme stoffer ikke er til stede, bgr reagenserne
hdndteres i overensstemmelse med biologisk beskyttelsesniveau 2.

Natriumazid
Kontroller indeholder natriumazid (NaNs) > 0,1 % (w/w) (< 1 %).

Classification under CLP:
Acute Tox. 4
Aquatic Chronic 3

Hazard statements: Precautionary statements:

EUHO032 Contact with acids liberates very toxic gas P264 Wash hands thoroughly after handling.
H302 Harmful if swallowed pP270 Do not eat, drink or smoke when using this
H412 Harmful to aquatic life with long lasting effects product.

P273 Avoid release to the environment.

P301/310 IF SWALLOWED: Immediately call a POISON
CENTER or doctor.

P330 Rinse mouth.

P501 Dispose of contents/container to hazardous or
special waste collection point.

4. Forholdsregler ved handtering

IDS-iISYS 1,25 VitD*® kontrollerne er frysetgrrede. Sgrg for, at kontrollerne tilpasses til stuetemperatur (18-25 °C). Genfortynd
umiddelbart fgr brug. Tilseet 1,2 mL destilleret eller afioniseret vand til hver flaske. Udskift proppen. Lad st i 10 minutter for at
feerdiggere genfortynding. Omryst med sma cirkelbeveegelser i 2-3 sekunder, og vend forsigtigt bunden i vejret for at sikre
fuldsteendig genfortynding. Veer forsigtig for at undga skumdannelse.

Hvis kontrollerne skal bruges mere end én gang, skal de nedfryses (-20 °C) i det originale heetteglas inden for 15 minutter efter
genfortynding. Nar frosne kontroller genbruges, skal de optgs ved stuetemperatur, omrystes med sma cirkelbevaegelser i
2-3 sekunder og anvendes inden for 15 minutter. Aliquoter bar ikke nedfryses igen.

5. Holdbarhed og opbevaring af reagenser
Opbevar kontrollerne i en oprejst stilling ved 2 til 8 °C inden brug. Selvafrimende frysere anbefales ikke til opbevaring af
genfortyndede praver.

Reagensholdbarhed Kontroller
Far dbning ved 2-8 °C Indtil udigbsdatoen
Efter genfortynding ved 2-8 °C 6 antal timer
Efter genfortynding ved -20 °C eller lavere i det originale heetteglas 28 antal dage
Nedfrysnings-/optgningscyklus(ser) 2

| systemet IDS-iSYS * 4 antal timer
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* Kontinuerlig stabilitet i systemet

6. Materialer
Medfglgende materialer

CTL1 Bufferbehandlet humant serum-matrice, der indeholder 1,25(0OH),D og natriumazid som konserverende middel
CTL2 (< 1,0 %, w/w). 6 hver pa 2 koncentrationsniveauer, 1,2 mL.
Pakraevede materialer, som ikke medfalger
System Valgfrit udstyr/materialer
1S-310400 IDS-iSYS Multi-Discipline Automated System 1S-2035 IDS-ISYS 1,25 VitD*P Calibration Verifiers
IS-2000 IDS-ISYS 1,25 VitD*P IS-10DA IDS-iSYS Diluent A
IS-CC100 IDS-iSYS Cuvettes
IS-CS100 IDS-iSYS System Liquid (Syst I) 2 mL mikrorgr af polypropylen til engangsbrug, 10,8 mm
IS-CW100 IDS-iISYS Wash Solution (Wash S) diameter med konisk bund og staring og skrueldg med O-ring
IS-CT100 IDS-iSYS Trigger Set (Sarstedt 72.609 og 65.716 eller lignende)
IS-6010 IDS-ISYS Cartridge Check System (CCS) Pipetteringsanordning til preecision
IS-CSC105  Sample Cups (500 pL)
IS-DW225 Disposable waste bags
IS-DS100 D-SORB solution
7. Analyse

Ved brug af kontrollerne; pipettér ca. 400 pL (218 pL pr. replikat) af hver kontrol til 2 mL engangsmikrorgr med skruelag og
placér dem i systemet. Fglg anvisningerne i betjeningsvejledningen til IDS-iISYS Multi-Discipline Automated System.
Kassér materialet i mikrorgrene efter brug. Materialet ma IKKE heeldes tilbage i hzetteglasset med kontroller.

Alle data som kraeves til kontrollerne kan findes p& mini-cd'en. Hvis dataene for kontrollerne ikke er tilgeengelige i systemet, skal
dataene indleeses ved hjaelp af mini-cd'en, der fglger med kontrollen.

Anvend IDS-ISYS 1,25 VitD*P Control Set til kvalitetskontrol. Kontroller skal testes mindst én gang i dggnet, nar praven er i brug
og under hver kalibrering i overensstemmelse med lokale og/eller statslige bestemmelser eller godkendelseskrav og dit
laboratories kvalitetsprocedure. Det anbefales, at laboratorier, der tester prgverne i lgbet af flere vagtskifter pa en dag, maler

kontrollerne under hver vagt.

Under en kalibrering skal alle kontrolniveauer bestemmes i to eksemplarer. Kontrolveerdierne skal ligge inden for de specificerede
acceptable intervaller. Hvis en kontrol ligger uden for det specificerede interval, vil de tilknyttede prgveresultater veere ugyldige,

og preverne skal testes igen. Genkalibrering kan veere pakraevet.

8. Anvendte symboler

REF Katalognummer

IVD

wad
Ce

Rx Only

Udstyr til in vitro-diagnostik

Producent

sundhedsperson)

d Immunodiagnostic Systems Limited,

10 Didcot Way, Boldon Business Park,

Boldon, Tyne & Wear, NE35 9PD, UK

TIf.: +44 191 519 0660 » Fax: +44 191 519 0760
e-mail: info.uk@idsplc.com  « www.idsplc.com
Immunodiagnostic Systems

USA Immunodiagnostic Systems (IDS) Inc,
948 Clopper Road, Gaithersburg, MD 20878, USA.
TIf.: +1 877 852 6210 » Fax: +1 301 990 4236

e-mail: info.us@idsplc.com

Frankrig Immunodiagnostic Systems SAS,

153 Avenue D’ltalie, 75013 Paris, France

TIf.: +33 140 770 450 » Fax: +33 140 770 455
e-mail: info.fr@idsplc.com

Belgien Immunodiagnostic Systems S.A.,
Rue Ernest Solvay 101, 4000 Liége, Belgium
TIf.: +32 425 226 36+ Fax: +32 425 251 96

e-mail: info.be@idsplc.com
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IDS-ISYS 1,25 VitD*? Control Set Bruksanvisning

REF | 1S- 2030 (: €

immunodiagnosticsystems

1. Avsedd anvandning

For in vitro-diagnostik
IDS-iISYS 1,25 VitD*® Control Set ar avsett for in vitro-diagnostik, fér kvalitetskontroll av IDS-iISYS 1,25 VitD*? i IDS-iSYS Multi-
Discipline Automated System.

Rx Only

2. Sammanfattning och forklaring

Den regelbundna anvandningen av kontrollprov pa flera analytnivaer forordas for att sakerstélla giltigheten hos resultaten fran
dag till dag. IDS-ISYS 1,25 VitD** Control Set innehaller buffrat manskligt serum med tva koncentrationer av 1,25(0OH),D.
Kontrollerna anvands for att 6vervaka noggrannhet och exakthet hos IDS-ISYS 1,25 VitD*P-analysen.

3. Varningar och sékerhetsatgarder

IDS-iSYS 1,25 VitD*? Control Set ar avsedd endast for in vitro-diagnostik och inte for internt bruk i manniskor eller djur.Denna
produkt far endast anvandas i strikt 6verensstammelse med anvisningarna i denna bruksanvisning.Immunodiagnostic Systems
Limited (IDS) ska inte hallas ansvarigt for forlust eller skada (forutom vad som krévs enligt lag) genom bristande efterlevnad av
de tillhandahalina anvisningarna, oavsett hur den orsakas.

VARNING: Detta kit innehaller material av animaliskt ursprung.Hantera reagensen i kitet som om de skulle kunna 6verfora ett
smittsamt medel.Lampliga forsiktighetsatgarder och god laboratoriesed méste foljas vid lagring, hantering och bortskaffande av
reagensen i kitet. Bortskaffande av reagensen i kitet ska ske enligt lokala bestammelser.

Manskligt material som anvands vid beredningen av denna produkt har testats for forekomsten av antikropp mot humant immunbristvirus
(HIV I och Il), hepatit B-ytantigen och antikropp mot hepatit C, och befunnits vara negativa enligt analyser som rekommenderats av FDA.
Eftersom inget test kan erbjuda fullstdndig garanti att smittsamma agens saknas, ska reagensen hanteras enligt biosakerhetsniva 2.

Natriumazid
Kontrollerna innehaller natriumazid (NaN3) > 0,1 % (vikt/vikt) (< 1 %).

Classification under CLP:
Acute Tox. 4
Aquatic Chronic 3

Hazard statements: Precautionary statements:

EUHO032 Contact with acids liberates very toxic gas P264 Wash hands thoroughly after handling.

H302 Harmful if swallowed P270 Do not eat, drink or smoke when using this product.
H412 Harmful to aquatic life with long lasting effects P273 Avoid release to the environment.

P301/310 IF SWALLOWED: Immediately call a POISON
CENTER or doctor.

P330 Rinse mouth.

P501 Dispose of contents/container to hazardous or
special waste collection point.

4. Forsiktighetsatgarder vid hantering

IDS-iISYS 1,25 VitD*-kontrollerna &r lyofiliserade. Séakerstall att kontrollerna uppnar rumstemperatur (18-25 °C). Gor
rekonstitutionen omedelbart innan anvéndning. Tillsatt 1,2 mL destillerat eller avjoniserat vatten till varje flaska. Satt tillbaka
korken. L&t std i 10 minuter for att rekonstitueras. Vortexbehandla under 2-3 sekunder; vand forsiktigt upp och ner for att
sakerstélla fullstédndig rekonstitution. Var noga med att undvika skumbildning.

Om kontroller ska anvandas mer &n en gang, maste de frysas (—20 °C) i originalflaskan inom 15 minuter efter rekonstitution.
Nar frysta kontroller ateranvands ska de tinas i rumstemperatur, vortexblandas i 2—-3 sekunder och anvandas inom 15 minuter.
Alikvoter ska inte frysas igen.

5. Hallbarhet och lagring av reagens
Forvara kontrollerna uppréattstdende vid 2 till 8 °C fére anvandning.Sjalvavfrostande frysar rekommenderas inte for forvaring av
rekonstituerade kontroller.

Reagenshallbarhet Kontroller
Odppnad vid 2-8 °C Fram till utgdngsdatum
Efter rekonstitution vid 2—-8 °C 6 timmar

Efter rekonstitution vid —20 °C eller Iagre i originalflaskan 28 dagar
Nedfrysnings- eller upptiningscykel(cykler) 2

Ombord i IDS-ISYS * 4 timmar

* Kontinuerlig stabilitet ombord

6. Material
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Levererade material

CTL1 Manskligt serum-buffertmatris som innehaller 1,25(0H),D och natriumazid som konserveringsmedel (< 1,0 %,
CTL2 vikt/vikt). 6 av varje av 2 koncentrationsnivaer, 1,2 mL.

Material som kravs men inte levereras

System Valfri utrustning/valfria material

1S-310400 IDS-ISYS Multi-Discipline Automated System 1S-2035 IDS-ISYS 1,25 VitD*P Calibration Verifiers
1S-2000 IDS-ISYS 1,25 VitD*P IS-10DA IDS-iSYS Diluent A

IS-CC100 IDS-iSYS Cuvettes

IS-CS100 IDS-iISYS System Liquid (Syst I) Engéngsmikroror av polypropen, 2 mL, 10,8 mm diameter,

IS-CW100 IDS-iISYS Wash Solution (Wash S) konisk botten, med skruvlock, och skruviock med O-ring
IS-CT100 IDS-iISYS Trigger Set (Sarstedt 72.609 och 65.716 eller motsvarande)
1S-6010 IDS-iSYS Cartridge Check System (CCS) Enheter for precisionspipettering

IS-CSC105  Sample Cups (500 L)
IS-DW225 Disposable waste bags
IS-DS100 D-SORB solution

7. Analys

Nar du anvander kontrollerna: pipettera cirka 400 pL (218 uL per replikat) av varje kontroll i 2 mL-eng&ngsmikrorér med
skruvlock och satt dem i systemet. Fortsétt enligt anvisningarna i bruksanvisningarna till IDS-iSYS Multi-Discipline Automated
System.

Kassera materialet i mikroréren efter anvandning. Aterfor INTE material till kontrollflaskan.

Alla data som kravs for kontrollerna finns pa mini-CD:n. Om datan for kontrollpartiet inte &r tillgangliga i systemet, laser du in
datan med hjalp av den mini-CD som levereras med kontrollen.

Anvand IDS-ISYS 1,25 VitD*? Control Set for kvalitetskontroll. Kontrollerna ska testas minst en gang per dygn néar testet
anvands och vid varje kalibrering i enlighet med lokala, statliga och/eller federala bestammelser eller ackrediteringskrav och
kvalitetsforfarandet i ditt laboratorium. Det rekommenderas att laboratorierna som testar proverna i flera skift under en dag ska
méta kontrollerna under varje skift.

Under en kalibrering ska alla kontrolinivaer analyseras i duplikat. Kontrollvardena maste vara inom de specificerade

acceptansintervallen. Om en kontroll ar utanfor dess specificerade intervall ar de atfoljande testresultaten ogiltiga och proven
maste testas p& nytt. Omkalibrering kan kravas.

8. Symboler som anvands

REF Katalognummer
IVD Enhet for in vitro-diagnostik
d Tillverkare
C € Tilldelad i enlighet med direktiv 98/79/EG
Rx Only Varning: Enligt federal lag i USA far denna produkt endast saljas av eller pa forordning av en (legitimerad

halso- och sjukvardsutovare)

d Immunodiagnostic Systems Limited,

10 Didcot Way, Boldon Business Park,

Boldon, Tyne & Wear, NE35 9PD, UK

Tfn: +44 191 519 0660+ Fax: +44 191 519 0760
e-post: info.uk@idsplc.com  + www.idsplc.com

Immunodiagnostic Systems

USA Immunodiagnostic Systems (IDS) Inc, Tyskland Immunodiagnostic Systems GmbH (IDS GmbH)

948 Clopper Road, Gaithersburg, MD 20878, USA.

Tfn: +1 877 852 6210+ Fax: +1 301 990 4236
e-post: info.us@idsplc.com

Frankrike Immunodiagnostic Systems SAS,
153 Avenue D’ltalie, 75013 Paris, France
Tfn: +33 140 770 450+ Fax: +33 140 770 455

e-post: info.fr@idsplc.com

Belgien Immunodiagnostic Systems S.A.,
Rue Ernest Solvay 101, 4000 Liege, Belgium
Tfn: +32 425 226 36+ Fax: +32 425 251 96

e-post: info.be@idsplc.com
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IDS-iISYS 1,25 VitD*® Control Set Instructies voor gebruik .

REF | 1S- 2030 c €

immunodiagnosticsystems

1. Beoogd gebruik

Voor In Vitro diagnostisch gebruik
De IDS-iSYS 1,25 VitD*? Control Set is bedoeld voor in vitro diagnostisch gebruik en voor kwaliteitscontrole van de IDS-iISYS
1,25 VitD* op het IDS-iISYS Multi-Discipline Automated System.

Rx Only

2. Samenvatting en uitleg

Regelmatig gebruik van controlemonsters op verschillende analietniveaus wordt aanbevolen om de dagelijkse geldigheid van
resultaten te garanderen. De IDS-iSYS 1,25 VitD*? Control Set bevat gebufferd menselijk serum in twee concentraties van
1,25(0H),D. De controles zijn bedoeld voor het bewaken van de nauwkeurigheid en precisie van het IDS-iSYS 1,25 VitD*?-
assay.

3. Waarschuwingen en voorzorgsmaatregelen

De IDS-iSYS 1,25 VitD*® Control Set is uitsluitend bedoeld voor in vitro diagnostisch gebruik en is niet bedoeld voor inwendig
gebruik bij mensen of dieren. Dit product mag uitsluitend worden gebruikt volgens de instructies uiteengezet in de
gebruiksaanwijzing. Immunodiagnostic Systems Limited (IDS) is niet verantwoordelijk voor enige schade of verlies ongeacht de
oorzaak, als gevolg van niet-naleving van de geleverde instructies, dan behalve waar de wet dit vereist.

WAARSCHUWING: deze kit bevat materiaal van dierlijke oorsprong. Behandel de reagentia in deze kit als stoffen die een
infectieuze agens kunnen overbrengen. Passende voorzorgen en goede laboratoriumpraktijken moeten worden toegepast voor
de opslag, verwerking en verwijdering van de reagentia in de kit. Wegwerpen van reagentia in de kit moet in overeenstemming
zijn met de plaatselijke regelgeving.

Menselijk materiaal dat gebruikt is bij de voorbereiding van dit product, is getest volgens door de FDA aanbevolen assays op de
aanwezigheid van antistoffen voor het humaan immunodeficiéntievirus (HIV | en Il), hepatitis B oppervlakte-antigeen, antistoffen voor
hepatitis C, en dit is negatief gebleken. Aangezien geen enkele test de volledige zekerheid kan bieden dat er geen infectieuze agentia
aanwezig zijn, moeten de reagentia worden behandeld volgens Biosafety Level 2.

Natriumazide
Controles bevatten natriumazide (NaN3) >0,1% (w/w) (<1%).

Classification under CLP:
Acute Tox. 4
Aquatic Chronic 3

Hazard statements: Precautionary statements:

EUHO032 Contact with acids liberates very toxic gas P264 Wash hands thoroughly after handling.

H302 Harmful if swallowed P270 Do not eat, drink or smoke when using this product.
H412 Harmful to aquatic life with long lasting effects pP273 Avoid release to the environment.

P301/310 IF SWALLOWED: Immediately call a POISON
CENTER or doctor.

P330 Rinse mouth.

P501 Dispose of contents/container to hazardous or
special waste collection point.

4. Voorzorgsmaatregelen

De IDS-iSYS 1,25 VitD**-controles zijn gevriesdroogd. Zorg ervoor dat de controles op kamertemperatuur zijn (18-25 °C).
Reconstitueer direct voor gebruik. Voeg 1,2 mL gedestilleerd of gedeioniseerd water toe aan elke fles. Herplaats de stop. Laat
10 minuten reconstitueren. Vortex 2-3 seconden, keer voorzichtig om voor volledige reconstitutie. Zorg ervoor dat de vorming
van schuim wordt voorkomen.

Als de controles vaker dan een keer zullen worden gebruikt, moeten ze binnen 15 minuten na reconstitutie in het
oorspronkelijke buisje worden bevroren (-20 °C). Wanneer de bevroren controles opnieuw worden gebruikt: ontdooi ze bij
kamertemperatuur, vortex ze gedurende 2-3 seconden en gebruik ze binnen 15 minuten. Aliquots mogen niet opnieuw worden
bevroren.
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5. Houdbaarheid en opslag van reagentia
Bewaar de controles voorafgaand aan gebruik in rechtopstaande positie bij 2-8 °C. Het gebruik van zelfontdooiende vriezers
voor de opslag van gereconstitueerde controles wordt afgeraden.

Houdbaarheid reagentia Controles
V66r opening bij 2-8 °C Tot de vervaldatum
Na reconstitutie bij 2-8 °C 6 uur

Na reconstitutie bij —20 °C of lager in het oorspronkelijke buisje 28 dagen
Vries-dooi cyclus/cycli 2

In de IDS-iSYS geladen * 4 uur

* Continue stabiliteit wanneer geladen

6. Materialen
Meegeleverde materialen

CTL1 Een buffermatrix van menselijk serum met 1,25(0OH).D en natriumazide als conserveermiddel (<1,0%, w/w).
CTL2 6 buisjes van elk twee concentratieniveaus, 1,2 mL.

Benodigde, niet meegeleverde materialen

Systeem Optionele apparatuur/materialen

1S-310400 IDS-iSYS Multi-Discipline Automated System 1S-2035 IDS-iSYS 1,25 VitD*P Calibration Verifiers
1S-2000 IDS-ISYS 1,25 VitD*P IS-10DA IDS-iSYS Diluent A

IS-CC100 IDS-ISYS Cuvettes

IS-CS100 IDS-iSYS System Liquid (Syst I) Wegwerpbare microbuisjes van polypropyleen met schroefdop
IS-CW100 IDS-iISYS Wash Solution (Wash S) van 2 mL, met konische bodem met diameter van 10,8 mm
IS-CT100 IDS-ISYS Trigger Set en schroefdop met O-ring (Sarstedt 72.609 en 65.716 of
1S-6010 IDS-iSYS Cartridge Check System (CCS) vergelijkbaar)

IS-CSC105  Sample Cups (500 pL) Micropipetteerhulpmiddelen

IS-DW225 Disposable waste bags
IS-DS100 D-SORB solution

7. Assay

Wanneer de controles worden gebruikt: pipetteer ongeveer 400 pL (218 pL per herhaling) van elke controle in wegwerp-
microbuisjes van 2 mL met schroefdop en plaats deze op het systeem. Volg verder de instructies in de
gebruikershandleidingen van het IDS-iSYS Multi-Discipline Automated System.

Werp het materiaal in de microbuisjes na gebruik weg. Plaats GEEN materiaal terug in het controlebuisje.

Alle gegevens die nodig zijn voor de controles, zijn op de mini-cd te vinden. Als de gegevens van de controlepartij niet
beschikbaar zijn aan boord van het systeem, laad deze gegevens dan in met behulp van de mini-cd die bij de controle geleverd
wordt.

Gebruik de IDS-iSYS 1,25 VitD*? Control Set voor kwaliteitscontrole. Controles moeten minimaal een keer per 24 uur worden
uitgevoerd als de test in gebruik is en tijdens iedere kalibratie conform lokale, landelijke of federale voorschriften of
accreditatievereisten en de kwaliteitsprocedures van uw laboratorium. Het is aanbevolen dat laboratoria die in meerdere
ploegendiensten per dag monsters testen, de controles tijdens elke dienst uitvoeren.

Tijdens een kalibratie moeten alle controleniveaus in tweevoud worden getest. De controlewaarden moeten binnen de

opgegeven acceptabele limieten vallen. Als een controle buiten de opgegeven limiet valt, zijn de bijbehorende testresultaten
ongeldig en moeten de monsters opnieuw worden getest. Mogelijk is herkalibratie nodig.
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8. Gebruikte symbolen

REF Catalogusnummer

IVD In Vitro diagnostisch hulpmiddel

“ Fabrikant

C E Toegepast in overeenstemming met richtlijn 98/79/EC

Rx Only Waarschuwing: Volgens de Amerikaanse federale wetgeving mag dit artikel alleen door of in opdracht van
een (bevoegde zorgverlener) worden verkocht.

d Immunodiagnostic Systems Limited,
10 Didcot Way, Boldon Business Park,
Boldon, Tyne & Wear, NE35 9PD, UK
Tel.: +44 191 519 0660
E-mail: info.uk@idsplc.com < www.idsplc.com

Immunodiagnostic Systems

VS Immunodiagnostic Systems (IDS) Inc,
948 Clopper Road, Gaithersburg, MD 20878, USA.
Tel.: +1 877 852 6210 » Fax: +1 301 990 4236

E-mail: info.us@idsplc.com

Frankrijk Immunodiagnostic Systems SAS,

153 Avenue D’ltalie, 75013 Paris, France

Tel.: +33 140 770 450 » Fax: +33 140 770 455
E-mail: info.fr@idsplc.com

Belgié Immunodiagnostic Systems S.A.,

Rue Ernest Solvay 101, 4000 Liege, Belgium

Tel.: +32 425 226 36 » Fax: +32 425 251 96
E-mail: info.be@idsplc.com
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Nordic a/s), International House, Center Boulevard 5,

2300 Kgbenhavn S, Denmark

Tel.:+45 448 400 91 E-mail: info.nordic@idsplc.com

Brazilié IDS Brasil Diagnoésticos Ltda.

Rua dos Pinheiros, 610 - conj 41 Edificio Win Work Pinheiros
Sao Paulo, SP Brasil. CEP: 05422 001

Tel.: +55 113 740 6100 » Fax: + 55 113 740 6105

E-mail: info.br@idsplc.com
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IDS-ISYS 1,25 VitD*P Control Set Odnyieg xpriong .

REF | 1S- 2030 c €

immunodiagnosticsystems

1. TMpoBAemroduevn XpRon

MNa xpRon otn didyvwon in vitro
To IDS-iSYS 1,25 VitD*® Control Set TpoopileTal yia Xxprion otn didyvwaon in vitro, yia Tov éAeyxo TroidétnTag Tou IDS-ISYS
1,25 VitD*? oto IDS-iSYS Multi-Discipline Automated System.

Rx Only

2. NMepiAnyn kai ere§ynon

2UVIOTATaI N TAKTIKA XPAoN SElyNATWY papTUpwy o€ didpopa eTmiTTreda TNG avaAuduevng ouaiag, TTPOKEIEVOU va dlac@alideTal
n KaBnuepivr eykupdTNTA TwV amroteAeaudTwy. To IDS-ISYS 1,25 VitD*P Control Set Trepiéxel avBpwivo opd e puBUICTIKO
S16Aupa, og 800 ouykevipwaelg NG 1,25(0H),D. O1 ydpTupeg XpnoidoTTolodvTal yia TNV TTapakoAoudnan Tng opBATNTAG KaI TNG
akpiBeiag Tng ueBodou IDS-ISYS 1,25 VitD*P.

3. Mposidotroinoeig Kal TTPOPUAGEEIg

To IDS-iSYS 1,25 VitD** Control Set TpoopigeTal aTTOKAEIGTIKG yia Xpron oTn didyvwaon in vitro Kal 0x1 yio ESWTEPIK XPnon
atov avBpwTro ) ota {wa. To TTPoidv autd TIPETTEI VO XPNOIYOTIOIEITAl OTTOKAEIOTIKG KAl HOVO CUPQWVA HE TIG 0dnyieg TTou
TTapéxovTal aTo UANO 0dnyiwv xprong. H Immunodiagnostic Systems Limited (IDS) dev @épel euBuvn yia kapia aTTwAEIa 1
¢npia (Trépav Twv 6owv emRAaAovTal atrd Tn vopoBeaia), dTrwG Kal €Gv TTPOKARBNKE, N OTToia TTPOKUTITEI OTTO PN CUPHOPPWON
ME TIG TTAPEXOPEVEG OBNYiEG.

MPOZOXH: To kit autd TrepIEXel UAIKO Cwikng TrpoéAeuong. Na xeipifeote Ta avmidpacTApia TOU KIT wg UAIKA Ikavd va
peTadwaoouv Aoipgoydvoug TrapdyovTteg. Mpétel va epapudfovtal KATAAANAEG TTPOPUAGEEIG Kal OpBEG EpYACTNPIAKESG TTPOKTIKEG
KAT@ TN QUAAn, Tov XEIPIOPO Kal TNV améppiyn Twv avTidpaoTnpiwv Tou KIT. H amméppiyn Twv avTidpaoTnpiwv Tou KIT Ba
TIPETTEI VA YiVETAI CUPPWVA PE TOUG TOTTIKOUG KAVOVIGHOUG.

To UAKO avBpwTTIvng TTPOEAEUCNG TTOU XPNGCIUOTIOIEITAI GTNV TIAPOOKEUr autoU TOU TTPOIOVTOG €xel eAeyxBei pe Tn xprion
MEBOdWYV cuvicTwueVwY atrd Tov FDA, yia Tnv TTapouadia avTIowPaTtog £vavTl Tou 10U avepwTTivng avocoavettdpkelag (HIV | kai
1), emaveiakol avTiyévou Tou 10U Tng nratindag B kal avriowparog évavti Tou 100 NG nmratindag C, kal Bpédnke apvnTiko.
Aedopévou o1 Kapia e¢étaon dev e€ac@alilel pe atmréAuTn BeBadTNTA TNV aTTOUGIa ACIHOYOVWY TTAPAYOVTWY, O XEIPIOUOG TWV
avTidpacTnpiwv Ba TTPETTEl va yiveTal CUPQWVA PE TO ETTITTEOO BIOAOYIKNG ACPAAEING 2.

Alid10 Tou varpiou
O1 papTupeg Tepiéxouv agidio Tou vatpiou (NaNs) >0,1% (k.B.) (<1%).

Classification under CLP:
Acute Tox. 4
Aquatic Chronic 3

Hazard statements: Precautionary statements:

EUHO032 Contact with acids liberates very toxic gas P264 Wash hands thoroughly after handling.

H302 Harmful if swallowed P270 Do not eat, drink or smoke when using this product.
H412 Harmful to aquatic life with long lasting effects pP273 Avoid release to the environment.

P301/310 IF SWALLOWED: Immediately call a POISON
CENTER or doctor.

P330 Rinse mouth.

P501 Dispose of contents/container to hazardous or
special waste collection point.

4. Tpo@uAdGEeIg KATA TOV XEIPIOHO

O1 ydptupeg IDS-ISYS 1,25 VitD*? cival Auo@idoTroinuévol. BeBaiwBeite &mi o papTupeg £xouv £€looppoTinBei ot Bepuokpaadia
dwuatiou (18-25 °C). H avaoUoTaon Toug TTPETTEN va Yivel akpIBwg TTpIv aTtd Tn Xprion Toug. MNpocBéoTe 1,2 mL ameoTayuévou
f amoviopévou vepol oe KABe @laAidlo. TomoBetoTe favd To TTwHA. AQACTE Toug MPAPTUPES yia 10 Aemtd yia va
avacuoTaBouv. lMepidivioTe yia 2—3 JeuTePOAETTTA. AVOOTPEWTE TTPOCEKTIKA Yia va eEao@aAiceTe TTApn avacuoTaon. Oa
TPETTEN va SiVETAI TTPOCOXN WOTE VA ATTOPEUYETAI O OXNUATIONOS appoU.

Edv o1 paptupeg TTpoKeITal va xpnoigotroinBolv TrepIoooTeEPES aTTd Hia Qopég, TTPETTEl va kaTayuyBouv (—20 °C) aT1o apxikod
@IaAidI0 evtog 15 Aemrtwov ammd Tnv avacuoTacn. OTtav emavayxpnoiUoTIOIEITE KATEWUYHEVOUG WAPTUPEG, OTTOYUETE TOUG OF
Bepuokpacia dwuaTiou, TTEPIBIVACTE yIa 2—3 SeUTEPOAETITA KaI XPNOIUOTTOINOTE TOUG €viOg 15 Aetrtwov. O1 pepideg dev TTpETTEN
va eTTavakaTayuyovTal.
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5. Aidpkeia {wAg Kal @UAASN Twv avTidpaoTnpiwv
DuldooeTe Toug pApTUPEG OE OpBia BEon ot Beppokpaaia 2 £wg 8 °C Tpiv atrd Tn XpAon. Aev guviaTadTal N @UAAgN Twv
AVOOUOTABEVTWYV POPTUPWYV O€ KATOWUKTEG PE AEITOUPYIO auToaTTOWYUENG.

Aidpkela {wng avTidpaoTnpiwv MdpTupeg

Mpiv 10 Gvoiypa, atoug 2-8 °C MéExp1 Tnv nuepopnvia ARgng
Metd TV avacuoTaon, otoug 2-8 °C 6 Wpeg

Metd Tnv avacuoTaon, og Beppokpaaia —20°C 1) xapunAdTePN, GTO apXIKO QIOAIBIO 28 nuépeg

KUkAor katdwuéng/améyuéng 2

Emi Tou IDS-ISYS * 4 wpeg

* Yuvexng oTaBepdTNTa KATA TNV TTOPAPOVH ETTi TOU GUCTAPATOG

6. YAIKa
Mapexopeva UAIKG

CTL1 MnATpa pubuIoTIKOU diaAUpaTog avBpwTTivou opou TTou Trepiéxel 1,25(0H),D kai alidio Tou vaTtpiou wg ouvtnpnTiko
CTL2 (<1,0%, k.B.). 6 yia kaBéva amé Ta 2 emiTeda guykévipwong, 1,2 mL.

ArraitoUpeva UAIKG TTOU Bev TTapEXovTal

ZooTnua MpoaipeTIkOG €EOTTAICHOG/UAIKG

1S-310400 IDS-iSYS Multi-Discipline Automated System 1S-2035 IDS-iSYS 1,25 VitD*P Calibration Verifiers
1S-2000 IDS-iSYS 1,25 VitDXP IS-10DA IDS-iSYS Diluent A

IS-CC100 IDS-iSYS Cuvettes

IS-CS100 IDS-iSYS System Liquid (Syst I) MikpoowAnvdpia TTOAUTTPOTTUAEViOU piag Xxpriong Twv 2 mL,
IS-CW100 IDS-ISYS Wash Solution (Wash S) Siapétpou 10,8 mm, pe TrepIfwuévo TTUBUEVA Kal BIBWTO
IS-CT100 IDS-iISYS Trigger Set TWORA Kol P BIBWTS WA KAl oTEYavwTIKG dakTuhio (Sarstedt
1S-6010 IDS-iSYS Cartridge Check System (CCS) 72.609 ka1 65.716 1) avioToIxa)

IS-CSC105  Sample Cups (500 pL) ZUOKEUEG PETAQPOPAG WE TIITTETA aKpPIBEIag

I1S-DW225 Disposable waste bags
IS-DS100 D-SORB solution

7. AvdAuon

‘OT1av XpNOIMOTIOIEITE TOUG HAPTUPEG: Avappo®rioTe pe TITETA TrepiTTou 400 pL (218 pL ava emavaAnwn) amé kGBe pdpTtupa
o€ MIKpoowAnvdpia Twv 2 mL piag xpriong pe BIOWTO TTWUA KAl TOTTOBETAOTE Ta 0TO cUCTNPA. AKOAouBnaTe TIG 0dnyieg oTa
eyxelpidia xpriong Tou IDS-iISYS Multi-Discipline Automated System.

ATtroppiwTte T0 UAIKO TTOU BPioKeTal HEOT OTA MIKPOOWANVApIa PETd TN Xpron. MHN emavagépeTe TTOTE UAIKO OTO QIOAIBIO TOU
pépTupa.

OAa Ta dedopéva TTOU ATTAITOUVTAI Yo TOUG PAPTUPEG dlaTiBevral oto mini CD. Edv dev utrdpyxouv SiaBéoipa dedopéva oTo
oloTnua yia Tnv TapTida gapTupwy, @opTwaTe Ta dedopéva atrd To mini CD 1Tou guvodeuel Tov uapTupa.

XpnoigotoifoTe 1o IDS-ISYS 1,25 VitDXP Control Set yia Tov éAeyxo moidtnTtag. Oi pdpTupeg Ba TIPETTEl va e€eTAgovTal
TOUAdYIOTOV pia @opd KABe 24 wpeg, TOGO KATA TN XPAON TnG avaAuong 600 kal katd Tn didpkeia kKGBe Babuovounaong,
oUPQWVA PE TOUG TOTTIKOUG, £BVIKOUG ry/kal dieBveig kavoviououg A TIG aTTAITACEIG TMOTOTToinoNg Kai T diadikaaia diac@dAiong
TT0I6TNTOG TOU £€PYACTNPIOU COG. ZUVIGTATAI OTA EPYQOTAPIa TTou avaAuouv Ta SeiypaTta o TTOAATTAEG BApdieg kaTd Tn didpkela
HIag nuépag va HETPoUV Toug HapTupeG o€ kaBe Bapdia.

Kard mn didpkeia 1ng Babuovounong, 6Aa ta emimeda Twv PapTipwy Ba Tpémel va avaAvovtal €1 dimmAolv. Or TIpéG Twv
HapTUpwV TIPETTEI VO EPTTITITOUV OTa KaBopiopéva atmodektd €Upn. Edv n TR evég pdptupa dev euTriTITel GTO KOBOPIOPEVO
€UPOG, T ATTOTEAEOUATA TNG AVTIOTOIXNG ££€TaONG BewpoUvTal Un €yKUPa KAl ATTAITEITAl ETTAVEEETAON TWV SelyuaTwy. EvoéxeTal
va aTraiteital emavaBabuovéunon.
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8. XpnoipotroloUpeva cUuBoAa

REF Ap1Bu6g katahdyou

IVD >uokeun yia didyvwan in vitro

“ KataokeuaoTrg

C E E@appdletal cuppwva pe Tnv odnyia 98/79/EC

Rx Only Mpoooxn: H opooTrovdiakA vopobeaia Twv HINA emTpéTTel TNV TTWANON autoU TOU TTPOIOVTOG ATTOKAEIOTIKG
aTré eTmayyeAyartia uyeiag r) KOTOTTIV VTOARG £TTayyeApaTia uyeiag.

d Immunodiagnostic Systems Limited,
10 Didcot Way, Boldon Business Park,
Boldon, Tyne & Wear, NE35 9PD, UK
TnA.: +44 191 519 0660
Email: info.uk@idsplc.com  « www.idsplc.com

Immunodiagnostic Systems

HMA Immunodiagnostic Systems (IDS) Inc,
948 Clopper Road, Gaithersburg, MD 20878, USA.
TnA.: +1 877 852 6210 » @ag: +1 301 990 4236

Email: info.us@idsplc.com

FaAAia Immunodiagnostic Systems SAS,

153 Avenue D’ltalie, 75013 Paris, France

TnA.: +33 140 770 450 » ®ag: +33 140 770 455
Email: info.fr@idsplc.com

BéAyio Immunodiagnostic Systems S.A.,

Rue Ernest Solvay 101, 4000 Liege, Belgium

TnA.: +32 425 226 36 » ®ag: +32 425 251 96
Email: info.be@idsplc.com
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» ®ag: +44 191 519 0760

Feppavia Immunodiagnostic Systems GmbH (IDS GmbH)
Mainzer Landstrasse 49, 60329 Frankfurt am Main.

TnA.: +49 693 085 5025 » ®ag: +49 693 085 5125

Email: info.de@idsplc.com

Tkavdivafia Immunodiagnostic Systems Nordic a/s (IDS)
Nordic a/s), International House, Center Boulevard 5,

2300 Kgbenhavn S, Denmark

TnA:+45 448 400 91 Email: info.nordic@idsplc.com

BpadiAia IDS Brasil Diagnoésticos Ltda.

Rua dos Pinheiros, 610 - conj 41 Edificio Win Work Pinheiros
Sao Paulo, SP Brasil. CEP: 05422 001

TnA.: +55 113 740 6100 * ®ag: + 55 113 740 6105
Email: info.br@idsplc.com
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IDS-iISYS 1,25 VitD*® Control Set Bruksanvisning .

REF | 1S- 2030 c €

immunodiagnosticsystems

1. Bruksomréade

Til in vitro-diagnostisk bruk
IDS-iISYS 1,25 VitD** Control Set er beregnet for in vitro-diagnostisk bruk for kvalitativ maling av IDS-iSYS 1,25 VitD*® pa
IDS-ISYS Multi-Discipline Automated System.

Rx Only

2. Sammendrag og forklaring

Regelmessig bruk av kontrollprgver pa flere analyttnivder anbefales for & sikre validitet fra dag til dag for resultatene. IDS-iSYS
1,25 VitD*® Control Set inneholder bufret humant serum med to konsentrasjoner av 1,25(0H).D. Kontrollgsningene brukes til &
overvake ngyaktigheten og presisjonen til IDS-iISYS 1,25 VitD*-assayet.

3. Advarsler og forholdsregler

IDS-iISYS 1,25 VitD* Control Set er kun beregnet for in vitro-diagnostisk bruk og er ikke beregnet for innvortes bruk hos
mennesker eller dyr. Dette produktet ma brukes i strengt samsvar med instruksjonene som er angitt i denne bruksanvisningen.
Immunodiagnostic Systems Limited (IDS) skal ikke holdes ansvarlig for eventuelle tap eller skader (unntatt det som kreves i
medhold av lov), uansett arsak som fglge av manglende overholdelse av instruksjonene.

FORSIKTIG: Dette settet inneholder et materiale av animalsk opprinnelse. Handter settreagensene som om de kan overfare
smittestoff. Passende forholdsregler og god laboratoriepraksis ma fglges ved oppbevaring, handtering og avhending av
settreagensene. Avhending av settreagensene skal skje i samsvar med lokale forskrifter.

Humant materiale anvendt i klargjgring av dette produktet er testet av FDA- anbefalte assayer for pavisning av antistoff mot human
immunsviktvirus (HIV | og ), hepatitt B-overflateantigen, antistoff mot hepatitt C, og funnet a veaere negative. Ettersom ingen test kan
garantere fullstendig fravaer av smittestoffer, skal reagenser behandles i henhold til biosikkerhetsniva 2.

Natriumazid
Kontrollgsningene inneholder natriumazid (NaNs) > 0,1 % (vekt-%) (< 1 %).

Classification under CLP:
Acute Tox. 4
Aquatic Chronic 3

Hazard statements: Precautionary statements:

EUHO032 Contact with acids liberates very toxic gas P264 Wash hands thoroughly after handling.

H302 Harmful if swallowed P270 Do not eat, drink or smoke when using this product.
H412 Harmful to aquatic life with long lasting effects P273 Avoid release to the environment.

P301/310 IF SWALLOWED: Immediately call a POISON
CENTER or doctor.

P330 Rinse mouth.

P501 Dispose of contents/container to hazardous or
special waste collection point.

4. Forholdsregler for handtering

IDS-iSYS 1,25 VitD*-kontrollene er frysetarret. Sgrg for at kontrollene evkilibreres til romtemperatur (18—25 °C). Rekonstituer
umiddelbart fgr bruk. Tilsett 1,2 mL destillert eller avionisert vann i hver flaske. Bytt stopperen. La st til rekonstituering i
10 minutter. Bland i vortekser i 2—-3 sekunder; snu forsiktig for & sikre fullstendig rekonstituering. Veer forsiktig s& du unngar
skumdannelse.

Hvis kontrollene skal brukes mer enn én gang, bar de fryses (-20 °C) i det opprinnelige hetteglasset innen 15 minutter etter
rekonstituering. Ved gjenbruk av frosne kontroller skal disse tines ved romtemperatur, blandes i vortekser i 2—-3 sekunder og
brukes innen 15 minutter. Alikvoter skal ikke fryses pa nytt.

5. Holdbarhet og oppbevaring for reagenser
Oppbevar kontrollgsningene i oppreist stilling ved 2 til 8 °C fagr bruk. Selvavrimende frysere anbefales ikke til rekonstituerte
kontroller.

Reagensenes holdbarhet Kontroller
Fgr apning ved 2-8 °C Til utlgpsdato
Etter rekonstituering ved 2-8 °C 6 timer
Etter rekonstituering ved -20 °C eller lavere i opprinnelige hetteglass 28 dager
Fryse-/tinesyklus(er) 2

| IDS-iSYS * 4 timer

* Kontinuerlig stabilitet i systemet.
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6. Materialer
Medfglgende materiale

CTL1
CTL2

Human serumbuffersubstans som inneholder 1,25(0OH).D og natriumazid som konserveringsmiddel (< 1,0 vekt-%).
6 hver av 2 konsentrasjonsnivéer, 1,2 mL

Pakrevd materiale som ikke medfalger

System Valgfritt utstyr / materialer

1S-310400 IDS-ISYS Multi-Discipline Automated System 1S-2035 IDS-ISYS 1,25 VitD*P Calibration Verifiers
1S-2000 IDS-ISYS 1,25 VitD*P IS-10DA IDS-iSYS Diluent A

IS-CC100 IDS-iSYS Cuvettes

IS-CS100 IDS-iISYS System Liquid (Syst I) Mikrorgr til engangsbruk av polypropylen, 2 mL, 10,8 mm
IS-CW100 IDS-ISYS Wash Solution (Wash S) diameter konisk sokkel med skjert og skrukork med O-ring
IS-CT100 IDS-iSYS Trigger Set (Sarstedt 72.609 og 65.716 eller tilsvarende)

1S-6010 IDS-ISYS Cartridge Check System (CCS) Presisjonspipetteringsutstyr

IS-CSC105  Sample Cups (500 pL)

IS-DW225 Disposable waste bags

IS-DS100 D-SORB solution

7. Analyseprosedyre

Nar du bruker kontrollgsningene, pipetteres ca. 400 uL (218 pL per replikat) av hver kontrollgsning i 2 mL engangsmikrorgr
med skrukork og plasseres pa systemet. Fortsett i henhold til instruksjonene i brukerhdndboken for IDS-iSYS Multi-Discipline
Automated System.

Kasser materialet i mikrorgrene etter bruk. IKKE hell materiale tilbake pa kontrollhetteglassene.

Alle data som er ngdvendig for kontrollgsningene, finnes p& mini-CD-en. Hvis dataene for kontrollpartiet ikke er tilgjengelig i
systemet, lastes dataene ved hjelp av mini-CD-en som fglger med kontrollgsningen.

Bruk IDS-iSYS 1,25 VitD*® Control Set til kvalitetskontroll. Kontrollene bgr testes minst en gang hver 24. time nar testen er i
bruk og under kalibrering i samsvar med lokale og nasjonale forskrifter eller akkrediteringskrav og ditt laboratoriets
kvalitetsrutiner. Det anbefales at laboratorier som tester pravene i flere skift om dagen, maler kontrollgsningene i hvert skift.

Under kalibrering ber alle kontrolinivder undersgkes to ganger. Kontrollverdiene ma veere innenfor de akseptable nivdene som

er angitt. Hvis en kontroll er utenfor sitt angitte omrade, er de tilhgrende testresultatene ugyldige, og prgvene ma testes pa nytt.
Rekalibrering kan veere ngdvendig.

8. Symboler som er brukt

Katalognummer
IVD In vitro-diagnostisk enhet
“ Produsent
C € Anvendes i samsvar med direktiv 98/79/EC
Rx Only Forsiktig: Skal kun selges eller forskrives av lisensiert helsepersonell iht amerikansk lovgivning.

d Immunodiagnostic Systems Limited,

10 Didcot Way, Boldon Business Park,

Boldon, Tyne & Wear, NE35 9PD, UK

TIf.: +44 191 519 0660 * Faks: +44 191 519 0760
e-post: info.uk@idsplc.com  + www.idsplc.com

Immunodiagnostic Systems

USA Immunodiagnostic Systems (IDS) Inc, Tyskland Immunodiagnostic Systems GmbH (IDS GmbH)

948 Clopper Road, Gaithersburg, MD 20878, USA.
TIf.: +1 877 852 6210 * Faks: +1 301 990 4236

e-post: info.us@idsplc.com

Frankrike Immunodiagnostic Systems SAS,
153 Avenue D’ltalie, 75013 Paris, France
TIf.: +33 140 770 450 » Faks: +33 140 770 455

e-post: info.fr@idsplc.com

Belgia Immunodiagnostic Systems S.A.,
Rue Ernest Solvay 101, 4000 Liége, Belgium
TIf.: +32 425 226 36 Faks: +32 425 251 96

e-post: info.be@idsplc.com
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Mainzer Landstrasse 49, 60329 Frankfurt am Main.
TIf.: +49 693 085 5025 * Faks: +49 693 085 5125

e-post: info.de@idsplc.com

Skandinavia Immunodiagnostic Systems Nordic a/s (IDS
Nordic a/s), International House, Center Boulevard 5,

2300 Kgbenhavn S, Denmark

TIf.:+45 448 400 91 e-post: info.nordic@idsplc.com

Brasil IDS Brasil Diagnoésticos Ltda.

Rua dos Pinheiros, 610 - conj 41 Edificio Win Work Pinheiros
Sé&o Paulo, SP Brasil. CEP: 05422 001

Telefon: +55 113 740 6100 -« Faks: + 55 113 740 6105

e-post: info.br@idsplc.com

Side 2/2


mailto:info.uk@idsplc.com
http://www.idsplc.com/
mailto:info.us@idsplc.com
mailto:info.de@idsplc.com
mailto:info.fr@idsplc.com
mailto:info.nordic@idsplc.com
mailto:info.be@idsplc.com
mailto:info.br@idsplc.com

IDS-iSYS 1,25 VitD*? Control Set Navod k pouZiti

REF | |S- 2030 C €

immunodiagnosticsystems

1. Ugel pouziti

K diagnostickému pouziti in vitro
Souprava kontrol IDS-iISYS 1,25 VitD*® slouZi k in vitro diagnostice a ke kontrole kvality testu IDS-iSYS 1,25 VitD*? provadéného
systémem IDS-iSYS Multi-Discipline Automated System.

Rx Only

2. Shrnuti a vysvétleni

Doporuéuje se pravidelné pouzivat vzorky kontrol s nékolika hladinami analytu, aby byla zajisténa kazdodenni platnost vysledka.
Souprava kontrol IDS-ISYS 1,25 VitD*® Control Set obsahuje pufrované lidské sérum ve dvou koncentracich 1,25(0OH),D. Kontroly
se pouzivaji pro sledovani presnosti testu IDS-iISYS 1,25 VitD*®.

3. Varovani a bezpeénostni opatieni

Souprava kontrol IDS-iISYS 1,25 VitD*? je uréena pouze k diagnostickému pouziti in vitro a neni uréena k vnitfnimu pouZiti u lidi
¢i zvifat. Tento vyrobek musi byt pouzivan pfesné podle pokynd stanovenych v tomto navodu k pouziti. Spole¢nost
Immunodiagnostic Systems Limited (IDS) nebude odpovédna za zadné ztraty ¢i Skody (kromé odpovédnosti vyzadované
zakonem) jakéhokoli druhu, k nimz doslo v disledku nedodrzeni poskytnutych pokynd.

UPOZORNENI: Tato souprava obsahuje material Zivocidného pdvodu. Zachazejte s reagenciemi ze soupravy jako s potencialné
infek&nimi. Pfi skladovani, manipulaci a likvidaci reagencii ze soupravy musi byt dodrzovana pfislusna bezpecnostni opatfeni a
zasady spravné laboratorni praxe. Likvidace reagencii ze soupravy musi byt provadéna v souladu s mistnimi predpisy.

Materidl lidského plvodu pouZity pfi pfipravé tohoto vyrobku byl testovan za poufZiti testli doporucenych FDA na pfitomnost protilatek proti
viru lidské imunodeficience (HIV | a Il), povrchového antigenu hepatitidy B a protilatek proti hepatitidé C a bylo zjisténo, Ze je negativni.
ProtoZe Zadny test nemUze poskytnout Uplné zaruky nepfitomnosti infekéniho agens, musi byt s reagenciemi zachazeno podle zasad 2.
urovné biologické bezpecnosti.

Azid sodny
Kontroly obsahuji azid sodny (NaNs) > 0,1 % (w/w) (< 1 %).

Classification under CLP:
Acute Tox. 4
Aquatic Chronic 3

Hazard statements: Precautionary statements:

EUHO032 Contact with acids liberates very toxic gas P264 Wash hands thoroughly after handling.
H302 Harmful if swallowed P270 Do not eat, drink or smoke when using this
H412 Harmful to aquatic life with long lasting effects product.

P273 Avoid release to the environment.

P301/310 IF SWALLOWED: Immediately call a POISON
CENTER or doctor.

P330 Rinse mouth.

P501 Dispose of contents/container to hazardous or
special waste collection point.

4. Upozornéni pro manipulaci

Kontroly IDS-iSYS 1,25 VitD*? jsou lyofilizované. Kontroly musi byt vytemperovany na pokojovou teplotu (18-25 °C).
Bezprostfedné pred pouzitim provedte rekonstituci. Do kazdé lahvicky pfidejte 1,2 mL destilované nebo deionizované vody.
Vratte na lahvi¢ku uzavér. Nechte 10 minut stat, aby probéhla rekonstituce. Po dobu 2—3 sekund je michejte na vortexu a opatrné
prevracejte, aby se zajistila Uplna rekonstituce. Vénujte patficnou péci zamezeni tvorbé pény.

Pokud maji byt kontroly pouzity vice nez jednou, musi byt do 15 minut po rekonstituci uskladnény v plvodni lahvi€ce pfi teploté
-20 °C nebo nizsi. Pfi opakovaném pouziti zmrazenych kontrol nechte tyto kontroly rozmrazit pfi pokojové teploté, promichejte je
po dobu 2-3 sekund na vortexu a pouzijte béhem 15 minut. Alikvotni podily by se nemély nechavat znovu zmrazit.

5. Trvanlivost a skladovani reagencii
Pfed pouzitim kontroly skladujte ve vzpfimené pozici pfi 2 az 8 °C. K uchovavani rekonstituovanych kontrol nejsou vhodné
samorozmrazovaci mrazici boxy.

Trvanlivost reagenci Kontroly
PFed otevienim pfi teploté 2 az 8 °C Do data exspirace
Po rekonstituci pfi teploté 2 az 8 °C 6 hodin

Po rekonstituci v plvodni lahvi¢ce pfi teploté -20 °C nebo nizsi 28 dnl
Cykly zmrazeni/rozmrazeni 2

V systému IDS-iSYS * 4 hodin

* Stabilita pfi nepfetrzitém uloZeni v pfistroji
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6. Materialy
Dodavané materialy

CTL1 Matrice z pufrovaného lidského séra obsahujici 1,25(0OH).D a azid sodny jako konzervant (< 1,0 %, w/w). 6, kazda
CTL2 o 2 koncentracich, 1,2 mL.

Potrebné materialy, které nejsou dodavany

Systém Volitelné vybaveni / materialy

1S-310400 IDS-ISYS Multi-Discipline Automated System 1S-2035 IDS-ISYS 1,25 VitDXP Calibration Verifiers
IS-2000 IDS-ISYS 1,25 VitD*? IS-10DA IDS-iSYS Diluent A

IS-CC100 IDS-iISYS Cuvettes

IS-CS100 IDS-iSYS System Liquid (Syst 1) 2 mL polypropylenu na jedno pouziti, 10,8 mm pramér, konicka
IS-CW100 IDS-iSYS Wash Solution (Wash S) zkumavka se zavitem, mikrozkumavky se Sroubovacim
IS-CT100 IDS-iSYS Trigger Set uzavérem a Sroubovaci vicko s krouzkem ve tvaru pismene O
1S-6010 IDS-iSYS Cartridge Check System (CCS) (Sarstedt 72.609 a 65.716 nebo obdobné)

IS-CSC105  Sample Cups (500 pL) PFesna pipetovaci zafizeni

IS-DW225 Disposable waste bags
IS-DS100 D-SORB solution

7. Test

Pfi pouziti kontrol; odpipetujte pfiblizné 400 L (218 pL na replikat) z kazdé kontroly do 2mL mikrozkumavky se Sroubovacim
uzavérem na jedno pouziti a vliozte do systému. Déle postupuijte v souladu s pokyny uvedenymi v uzivatelské pfirucce k systému
IDS-ISYS Multi-Discipline Automated System.

Material v mikrozkumavkach na vzorky po pouziti zlikvidujte. NEVRACEJTE material do kontrolni lahvicky.

Veskera data ke kontrolam Ize najit na mini disku CD. Nejsou-li data Sarze kontrol v systému k dispozici, nactéte je z mini disku
CD dodavaného ke kontrolam.

Ke kontrole kvality pouZijte soupravu kontrol IDS-iSYS 1,25 VitD*P Control Set. Kontroly by mély byt testovany nejméné jednou
za 24 hodin pfi kazdém pouziti testu a pfi kazdé kalibraci, v souladu s mistnimi, statnimi a/nebo federalnimi predpisy nebo
pozadavky na akreditaci a postupt kontroly kvality ve vasi laboratofi. Doporucuje se, aby se pfi laboratornim testovani vzorku
v nékolika sménach denné& méfily kontroly pfi kazdé sméné.

Pri kalibraci je nutné v ramci replikatt testovat vSechny hladiny kontrol. Hodnoty kontrol se museji nachazet ve specifikovanych

pfijatelnych rozsazich. Jestlize je hodnota kontroly mimo specifikovany rozsah, vysledky testl, ke kterym patfi, jsou neplatné
a vzorky musi byt znovu otestovany. Maze byt nutné provést znovu kalibraci.

8. Pouzité symboly

REF Katalogové Cislo
IVD In vitro diagnostické zafizeni
“ Vyrobce
C E Pouzito v souladu s nafizenim 98/79/EC
Rx Only Upozornéni: Federalni zakony USA zakazuji prodej tohoto zafizeni pfimo (licencovanym Iékafem) nebo na
jeho pfikaz

d Immunodiagnostic Systems Limited,

10 Didcot Way, Boldon Business Park,

Boldon, Tyne & Wear, NE35 9PD, UK

Tel.: +44 191 519 0660 » Fax: +44 191 519 0760
e-mail: info.uk@idsplc.com  « www.idsplc.com

Immunodiagnostic Systems

USA Immunodiagnostic Systems (IDS) Inc, Némecko Immunodiagnostic Systems GmbH (IDS GmbH)
948 Clopper Road, Gaithersburg, MD 20878, USA. Mainzer Landstrasse 49, 60329 Frankfurt am Main.

Tel.: +1 877 852 6210 » Fax: +1 301 990 4236 Tel.: +49 693 085 5025 + Fax: +49 693 085 5125
e-mail: info.us@idsplc.com e-mail: info.de@idsplc.com

Francie Immunodiagnostic Systems SAS Skandinavie Immunodiagnostic Systems Nordic a/s (IDS

Nordic a/s), International House, Center Boulevard 5,

153 Avenue D’ltalie, 75013 Paris, France 2300 Kgbenhavn S, Denmark

Tel.: +33 140 770 450 » Fax: +33 140 770 455 . S L

e-mail: info.fr@idsplc.com Tel:+45 448 400 91 e-mail: info.nordic@idsplc.com
Belgie Immunodiagnostic Systems S.A., Brazilie IDS Brasil Diagnosticos Ltda.

Rue Ernest Solvay 101, 4000 Liége, Belgium Rua dos Pinheiros, 610 - conj 41 Edificio Win Work
Tel.: +32 425 226 36 » Fax: +32 425 251 96 Pinheiros

e-mail: info.be@idsplc.com S&o Paulo, SP Brasil. CEP: 05422 001

Telefon: +55 113 740 6100 + Fax: + 55 113 740 6105
e-mail: info.br@idsplc.com
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IDS-iISYS 1,25 VitD*® Control Set Instrukcja stosowania .

REF | 1S- 2030 c €

immunodiagnosticsystems

1. Przeznaczenie

Do stosowania w diagnostyce in vitro
Zestaw kontroli IDS-iSYS 1,25 VitD*® Control Set jest przeznaczony do stosowania w diagnostyce in vitro, do kontroli jako$ci
oznaczenia IDS-iISYS 1,25 VitD*® w systemie IDS-iSYS Multi-Discipline Automated System.

Rx Only

2. Podsumowanie i informacje ogéine

Zaleca sie regularnie stosowa¢ probki kontrolne o kilku stezeniach analitu w celu zapewnienia codziennej weryfikaciji
prawidtowosci wynikdw. Zestaw kontroli IDS-iSYS 1,25 VitD** Control Set zawiera buforowang surowice ludzkg w dwdch
stezeniach 1,25(0OH),D. Kontrole sg stosowane do monitorowania doktadnosci i precyzji oznaczenia IDS-iSYS 1,25 VitD*P.

3. Ostrzezenia i sSrodki ostroznosci

Zestaw IDS-iSYS 1,25 VitD*® Control Set jest przeznaczony do stosowania wytgcznie w diagnostyce in vitro i nie nadaje sie do
uzytku wewnetrznego u ludzi i zwierzat. Podczas pracy z produktem nalezy scisle przestrzegac¢ niniejszej instrukcji stosowania.
Firma Immunodiagnostic Systems Limited (IDS) nie ponosi odpowiedzialno$ci za zadne straty lub szkody (chyba ze jest to
wymagane prawem), ktére powstaty z powodu nieprzestrzegania dostarczonych instrukcji.

PRZESTROGA: Niniejszy zestaw zawiera materialy pochodzenia zwierzecego. Postepowacé z zestawem jak z materiatem
potencjalnie zakaznym. Podczas przechowywania, stosowania i utylizacji odczynnikbw zestawu nalezy przestrzegaé
wiasciwych $rodkéw ostroznosci oraz zasad dobrej praktyki laboratoryjnej. Odczynniki z zestawu utylizowaé zgodnie
z lokalnymi przepisami.

Materiat pochodzenia ludzkiego, uzyty do przygotowania niniejszego produktu, badano z wynikiem ujemnym przy uzyciu oznaczen
zalecanych przez amerykariskg Agencje ds. Zywnosci i Lekéw (FDA) na obecno$¢ przeciwciat przeciwko ludzkiemu wirusowi niedoboru
odpornosci (HIV-1i 2), antygenu powierzchniowego wirusa zapalenia watroby typu B i przeciwciat przeciwko WZW typu C. Poniewaz zaden
test nie daje catkowitej pewnosci, ze czynniki zakazne sg nieobecne, nalezy podczas pracy z tymi odczynnikami przestrzegac¢ zasad
bezpieczenstwa biologicznego poziomu 2 (Biosafety Level 2).

Azydek sodu
Kontrole zawierajg azydek sodu (NaN3) > 0,1% (stez. wagowe) (< 1%).

Classification under CLP:
Acute Tox. 4
Aquatic Chronic 3

Hazard statements: Precautionary statements:

EUHO032 Contact with acids liberates very toxic gas P264 Wash hands thoroughly after handling.

H302 Harmful if swallowed P270 Do not eat, drink or smoke when using this product.
H412 Harmful to aquatic life with long lasting effects pP273 Avoid release to the environment.

P301/310 IF SWALLOWED: Immediately call a POISON
CENTER or doctor.

P330 Rinse mouth.

P501 Dispose of contents/container to hazardous or
special waste collection point.

4. Ostrzezenia dotyczace pracy z produktem

Kontrole 1DS-iISYS 1,25 VitD*? sg liofilizowane. Doprowadzi¢ kontrole do temperatury pokojowej (18-25°C). Rozpusci¢
bezposrednio przed uzyciem. Do kazdej butelki doda¢ 1,2 mL wody destylowanej lub dejonizowanej. Ponownie zamkngc¢
korkiem. Pozostawi¢ na 10 minut do rozpuszczenia. Mieszaé na mieszadle wibracyjnym przez 2-3 sekundy i delikatnie
wymieszac przez odwracanie, aby zagwarantowac catkowite rozpuszczenie odczynnika. Zachowaé ostroznosé, aby unikngc
tworzenia piany.

Jesdli kontrole majg zosta¢ uzyte ponownie, muszg byé zamrozone (—20°C) w oryginalnej fiolce w ciggu 15 minut od
rozpuszczenia. W przypadku ponownego uzywania probek zamrozonych nalezy je rozmrozi¢ w temperaturze pokojowej,
miesza¢ na mieszadle wibracyjnym przez 2-3 sekundy i uzy¢ w ciggu 15 minut. Porcji nie nalezy ponownie zamrazaé.
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5. Warunki i okres przechowywania odczynnikéw
Kontrole przed uzyciem przechowywaé w pozycji pionowej w temperaturze od 2 do 8°C. Nie zaleca sie przechowywania
rozpuszczonych kontroli w zamrazarkach bezszronowych.

Okres przechowywania odczynnikéw Kontrole

Przed otwarciem w temperaturze 2—-8°C Do uptywu terminu waznosci
Po rozpuszczeniu w temperaturze 2—-8°C 6 godz.

Po rozpuszczeniu w temperaturze —20°C lub nizszej w oryginalnej fiolce 28 dni

Cykle zamrazania/rozmrazania 2

W systemie IDS-iSYS * 4 godz.

* Ciggta stabilno$¢ w urzadzeniu

6. Materiaty

Dostarczane materiaty

CTL1 Buforowana macierz surowicy ludzkiej zawierajgca 1,25(0OH).D i azydek sodu jako substancje konserwujgca
CTL2 (< 1,0%, stez. wagowe). Po 6 z 2 pozioméw stgzen, 1,2 mL.

Materiaty wymagane, lecz niedostarczane

System Wyposazenie/materiaty opcjonalne

1S-310400 IDS-iSYS Multi-Discipline Automated System 1S-2035 IDS-iSYS 1,25 VitD*P Calibration Verifiers
1S-2000 IDS-iSYS 1,25 VitDXP IS-10DA IDS-iSYS Diluent A

IS-CC100 IDS-iSYS Cuvettes

IS-CS100 IDS-iSYS System Liquid (Syst I) Jednorazowe mikroprobéwki polipropylenowe o pojemnosci
IS-CW100 IDS-ISYS Wash Solution (Wash S) 2 mL, $rednicy 10,8 mm, ze stozkowg podstawg, zakrecanym
IS-CT100 IDS-iISYS Trigger Set korkiem i zakrecanym korkiem typu O-ring (Sarstedt 72.609
1S-6010 IDS-iISYS Cartridge Check System (CCS) i 65.716 lub rownowazne).

IS-CSC105  Sample Cups (500 pL) Urzadzenia do precyzyjnego pipetowania

I1S-DW225 Disposable waste bags
IS-DS100 D-SORB solution

7. Oznaczenie

Podczas stosowania Kontroli; pipetowa¢ okoto 400 pL (218 pyL na powtdrzenie) kazdej kontroli do jednorazowych
zakrecanych mikroproboéwek o pojemnosci 2 mL i umieszcza¢é w Systemie. Nalezy postepowac zgodnie z instrukcjami
zawartymi w podreczniku uzytkownika systemu IDS-iSYS Multi-Discipline Automated System.

Po uzyciu usungé materiat pozostaty w mikroprobéwkach. NIE WPROWADZAC materiatu ponownie do fiolki kontroli.

Wszystkie dane wymagane dla kontroli mozna znalez¢ na ptycie mini CD. Jesli dane dotyczace serii kontroli nie sg dostepne
w Systemie, nalezy je wczytaé, korzystajgc z ptyty mini CD dostarczonej z kontrolg.

Do kontroli jako$ci uzy¢ zestawu kontroli IDS-iSYS 1,25 VitD*® Control Set. Kontrole nalezy oznacza¢ co najmniej raz na
24 godziny, podczas korzystania z testu, a takze podczas kazdej kalibracji, zgodnie z wytycznymi akredytowanych organizac;ji
oraz lokalnymi, krajowymi i unijnymi przepisami, jak réwniez procedurami kontroli jakosci danego laboratorium. Zaleca sie, aby
laboratoria prowadzace oznaczenia prébek w systemie zmianowym, prowadzity pomiary kontroli w czasie pracy kazdej zmiany.

Podczas kalibracji wszystkie poziomy nalezy poddawaé oznaczeniu w powtérzeniu. Wyniki pomiaru kontroli musza miescic¢ sie

w okreslonych dopuszczalnych zakresach. Jesli wynik kontroli jest poza okreslonym zakresem, wynik danego testu jest
niewazny i nalezy przebadac probke ponownie. Moze by¢ rowniez niezbedna ponowna kalibracja.
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8. Uzyte symbole
REF Numer katalogowy

IVD Wyr6b do diagnostyki in vitro

“ Producent

c E Stosowano zgodnie z dyrektywg 98/79/EC

Rx Only Przestroga: Prawo federalne USA zezwala na sprzedaz tego wyrobu lekarzowi lub na zlecenie lekarza

posiadajgcego prawo wykonywania zawodu.

d Immunodiagnostic Systems Limited,
10 Didcot Way, Boldon Business Park,
Boldon, Tyne & Wear, NE35 9PD, UK
Tel.: +44 191 519 0660
e-mail: info.uk@idsplc.com  * www.idsplc.com

Immunodiagnostic Systems

USA Immunodiagnostic Systems (IDS) Inc,
948 Clopper Road, Gaithersburg, MD 20878, USA.
Tel.: +1 877 852 6210 * Faks: +1 301 990 4236

e-mail: info.us@idsplc.com

Francja Immunodiagnostic Systems SAS,

153 Avenue D’ltalie, 75013 Paris, France

Tel.: +33 140 770 450 » Faks: +33 140 770 455
e-mail: info.fr@idsplc.com

Belgia Immunodiagnostic Systems S.A.,
Rue Ernest Solvay 101, 4000 Liege, Belgium
Tel.: +32 425 226 36 » Faks: +32 425 251 96

e-mail: info.be@idsplc.com

1S-2030 v04, 24 styczen 2020 polski

* Faks: +44 191 519 0760

Niemcy Immunodiagnostic Systems GmbH (IDS GmbH)
Mainzer Landstrasse 49, 60329 Frankfurt am Main.
Tel.: +49 693 085 5025 * Faks: +49 693 085 5125

e-mail: info.de@idsplc.com

Skandynawia Immunodiagnostic Systems Nordic a/s (IDS
Nordic a/s), International House, Center Boulevard 5,

2300 Kgbenhavn S, Denmark

Tel.:+45 448 400 91 e-mail: info.nordic@idsplc.com

Brazylia IDS Brasil Diagndsticos Ltda.

Rua dos Pinheiros, 610 - conj 41 Edificio Win Work Pinheiros
Sao Paulo, SP Brasil. CEP: 05422 001

Telefon: +55 113 740 6100 < Faks: + 55 113 740 6105

e-mail: info.br@idsplc.com
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IDS-ISYS 1,25 VitD*P Control Set Upute za uporabu

REF | 1S- 2030 c €

immunodiagnosticsystems

1. Namjena

Za in vitro dijagnosticku uporabu
IDS-iSYS 1,25 VitD*? Control Set sluzi za in vitro dijagnosti¢ku uporabu, za kontrolu kvalitete IDS-iSYS 1,25 VitD** na sustavu
IDS-ISYS Multi-Discipline Automated System.

Rx Only

2. Sazetak i objasnjenje

Redovita uporaba kontrolnih uzoraka na nekoliko razina analita preporu€uje se radi svakodnevnog osiguranja valjanosti
rezultata. IDS-iISYS 1,25 VitD*? Control Set sadrzi puferirani humani serum u dvije koncentracije od 1,25(0OH),D. Kontrole se
koriste za pracenje to¢nosti i preciznosti testa IDS-iSYS 1,25 VitD*P.

3. Upozorenjai mjere opreza

IDS-iISYS 1,25 VitD*? Control Set sluzi samo za in vitro dijagnosticku uporabu i nije namijenjen za unutarnju primjenu u ljudi ili
zivotinja. Ovaj proizvod mora se Koristiti iskljuéivo u skladu s uputama navedenima u uputama za uporabu. Tvrtka
Immunodiagnostic Systems Limited (IDS) neée biti odgovorna ni za kakav gubitak ili oSte¢enje (osim u sluajevima
propisanima zakonom) iz bilo kojeg razloga koji proizlazi iz nepostivanja prilozenih uputa.

OPREZ: Ovaj komplet sadrzi materijale Zivotinjskog podrijetla. Postupajte s reagensima iz kompleta kao potencijalnim
prenositeljima zaraze. Prilikom skladi$tenja, rukovanja i zbrinjavanja reagensa iz kompleta potrebno je primijeniti odgovaraju¢e
mjere opreza i dobru laboratorijsku praksu. Zbrinjavanje reagensa iz kompleta potrebno je provesti u skladu s lokalnim

propisima.
Humani materijal koriSten u pripremi ovog proizvoda ispitan je u skladu s preporukama Americke udruge za hranu i lijekove na prisustvo
antiutijela na virus humane imunodeficijencije (HIV 1 i 1l), povrsinski antigen hepatitisa B i antitijela na hepatitis C te su rezultati bili

negativni. Bududi da nijedan test ne mozZe osigurati potpunu sigurnost da nema infektivnih agensa, s reagensima je potrebno postupati
sukladno bioloskoj sigurnosti razine 2.

Natrijev azid
Kontrole sadrze natrijev azid (NaN3z) > 0,1 % (w/w) (< 1 %).

Classification under CLP:
Acute Tox. 4
Aquatic Chronic 3

Hazard statements: Precautionary statements:

EUHO032 Contact with acids liberates very toxic gas P264 Wash hands thoroughly after handling.

H302 Harmful if swallowed P270 Do not eat, drink or smoke when using this product.
H412 Harmful to aquatic life with long lasting effects P273 Avoid release to the environment.

P301/310 IF SWALLOWED: Immediately call a POISON
CENTER or doctor.

P330 Rinse mouth.

P501 Dispose of contents/container to hazardous or
special waste collection point.

4. Mjere opreza pri rukovanju

Kontrole IDS-iSYS 1,25 VitD*? su lifolizirane. Pobrinite se da kontrole dosegnu sobnu temperaturu (18 — 25 °C). Rekonstituirati
neposredno prije uporabe. Dodajte 1,2 mL destilirane ili deionizirane vode svaku bocu. Vratite ¢ep. Ostavite 10 minuta da se
rekonstituiraju. 1zmijeSajte vortex mijeSalicom 2 — 3 sekundi; njezno ih preokrenite da bi se osigurala potpuna rekonstitucija.
Potrebno je pripaziti da se ne dode do stvaranja pjene.

Ako ¢e se kontrole koristiti viSe od jednom, moraju se zamrznuti (—20 °C) u originalnoj bogici u roku od 15 minuta od
rekonstitucije. Kod ponovne uporabe zamrznutih kontrola; otopite ih na sobnoj temperaturi, izmijeSajte u vortex mijeSalici
tijekom 2 — 3 sekunde i upotrijebite u roku od 15 minuta. Alikvoti se ne smiju ponovno zamrzavati.

5. Rok trajanja i €uvanje reagensa
Prije uporabe pohranite kontrole u uspravnom poloZaju na 2 do 8 °C. Samoodmrzavaju¢i zamrzivaci ne preporuéuju se za
¢uvanje rekonstituiranih kontrola.

Rok trajanja reagensa Kontrole

Prije otvaranjana 2 — 8 °C Do isteka roka valjanosti
Nakon rekonstitucije na 2 — 8 °C 6 sati

Nakon rekonstitucije na —20 °C ili nize u izvornoj bogici 28 dana
Ciklus(i) zamrzavanja / odmrzavanje 2

U okviru sustava IDS-iSYS * 4 sati

* Kontinuirana stabilnost u okviru sustava
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6. Materijali
Isporu¢eni materijali

CTL1 Matrica puferiranog humanog seruma koja sadrzi 1,25(OH),D i natrijev azid kao konzervans (< 1,0 %, w/w). 6 od
CTL2 svake 2 razine koncentracije, 1,2 mL.

Potrebni materijali koji nisu isporuéeni

Sustav Dodatna oprema / materijali

1S-310400 IDS-ISYS Multi-Discipline Automated System 1S-2035 IDS-ISYS 1,25 VitD*P Calibration Verifiers
1S-2000 IDS-ISYS 1,25 VitD*P IS-10DA IDS-iSYS Diluent A

IS-CC100 IDS-iSYS Cuvettes

IS-CS100 IDS-iSYS System Liquid (Syst I) Mikro epruvete s navojnim éepom od jednokratnog
IS-CW100 IDS-iISYS Wash Solution (Wash S) polipropilena, 2 mL, koni¢ne zaobljene baze od 10,8 mm
IS-CT100 IDS-iSYS Trigger Set i navojni ep s O-prstenom (Sarstedt 72.609 i 65.716 ili
1S-6010 IDS-iSYS Cartridge Check System (CCS) ekvivalent)

IS-CSC105  Sample Cups (500 pL)
IS-DW225 Disposable waste bags
IS-DS100 D-SORB solution

Uredaiji za precizno pipetiranje

7. Test

Prilikom koriStenja kontrola; pipetirajte priblizno 400 uL (218 pL po replikatu) svake kontrole u mikro epruvete s navojnim
¢epom od 2 mL te stavite u sustav. Postupite prema uputama u korisnickim priruénicima sustava IDS-iSYS Multi-Discipline
Automated System.

Nakon uporabe odbacite materijal u mikro epruvetama. NE vracajte materijal u kontrolnu bocicu.

Svi podaci potrebni za kontrole nalaze se na mini CD-u. Ako podaci za serije kontrola nisu dostupni u okviru sustava, ucitajte
podatake s mini CD-a isporu¢enog s kontrolom.

Koristite IDS-iISYS 1,25 VitD*P Control Set za kvalitetu kontrole. Kontrole treba testirati minimalno barem jednom svaka 24 sata,
kada je test u uporabi i tijekom svake kalibracije u skladu s lokalnim, drzavnim i/ili saveznim propisima ili uvjetima akreditiranja
i postupcima osiguranja kvalitete u vasem laboratoriju. Preporuuje se da laboratoriji koji testiraju uzorke u viSe smjena
u jednom danu izmjere kontrole tijekom svake smjene.

Tijekom kalibracije sve razine kontrole moraju biti dvostrukom testu. Kontrolne vrijednosti moraju biti unutar navedenih

prihvatljivih raspona. Ako je kontrola izvan specificnog podruéja, pridruzeni rezultati ispitivanja nisu valjani i uzorci se moraju
ponovno testirati. Ponovno kalibriranje moze biti potrebno.

8. Koristeni simboli

REF KataloSki broj
IVD In Vitro dijagnosti¢ki uredaj
“ Proizvodac
C E Primjenjuje se u skladu s direktivom 98/79/EC
Rx Only Oprez: Prema ameri¢kom saveznom zakonu ovaj uredaj moze prodavati samo (ovlasteni zdravstveni

struénjak) ili se uredaj moze prodavati prema njegovu nalogu

d Immunodiagnostic Systems Limited,

10 Didcot Way, Boldon Business Park,

Boldon, Tyne & Wear, NE35 9PD, UK

Tel.: +44 191 519 0660 * Faks: +44 191 519 0760
e-posta: info.uk@idsplc.com + www.idsplc.com

Immunodiagnostic Systems

SAD Immunodiagnostic Systems (IDS) Inc,
948 Clopper Road, Gaithersburg, MD 20878, USA.
Tel.: +1 877 852 6210 * Faks: +1 301 990 4236

e-posta: info.us@idsplc.com

Francuska Immunodiagnostic Systems SAS,
153 Avenue D’ltalie, 75013 Paris, France
Tel.: +33 140 770 450 * Faks: +33 140 770 455

e-posta: info.fr@idsplc.com

Belgija Immunodiagnostic Systems S.A.,
Rue Ernest Solvay 101, 4000 Liege, Belgium
Tel.: +32 425 226 36 * Faks: +32 425 251 96

e-posta: info.be@idsplc.com
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Njemacka Immunodiagnostic Systems GmbH (IDS GmbH)
Mainzer Landstrasse 49, 60329 Frankfurt am Main.
Tel.: +49 693 085 5025 * Faks: +49 693 085 5125

e-posta: info.de@idsplc.com

Skandinavija Immunodiagnostic Systems Nordic a/s (ID<
Nordic a/s), International House, Center Boulevard 5,

2300 Kgbenhavn S, Denmark

Tel.:+45 448 400 91 e-posta: info.nordic@idsplc.com

Brazil IDS Brasil Diagnosticos Ltda.

Rua dos Pinheiros, 610 - conj 41 Edificio Win Work Pinheiros
S&o Paulo, SP Brasil. CEP: 05422 001

Telefone: +55 113 740 6100 -« Faks: + 55 113 740 6105

e-posta: info.br@idsplc.com
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IDS-ISYS 1,25 VitD*? Control Set LietoSanas noradijumi

REF | 1S- 2030 C €

immunodiagnosticsystems

1. Paredzeéta lietoSana

Paredzéts lietoSanai in vitro diagnostika
IDS-iISYS 1,25 VitD*® Control Set ir paredzéts lietoSanai in vitro diagnostika IDS-iISYS 1,25 VitD*® kvalitates kontrolei
daudzprofilu automatizétaja sistéma IDS-iSYS.

Rx Only

2. Kopsavilkums un skaidrojums

leteicams regulari izmantot kontrolmaterialu paraugus vairdkos analita limenos, lai nodroSinatu katras dienas rezultatu
validitati. IDS-ISYS 1,25 VitD** Control Set satur buferétu cilvéka serumu divas 1,25(0OH),D koncentracijas. Kontrolmaterialus
izmanto, lai uzraudzitu IDS-ISYS 1,25 VitD*? testa pareizibu un precizitati.

3. Bridinajumi un piesardzibas norades

IDS-iISYS 1,25 VitD*® Control Set ir paredzéts lietoganai tikai in vitro diagnostika, un tas nav paredzéts iek3éjai lietoganai
cilvekiem vai dzivniekiem. Sis produkts jalieto stingri saskana ar noradijumiem, kas izklastiti $ajos lietoSanas noradijumos.
Immunodiagnostic Systems Limited (IDS) neuznemas atbildibu ne par kadiem zaud&umiem vai bojajumiem (iznemot
likumdos$ana noteikto), kas radusies jebkada veida, neieverojot klat pievienotos noradijumus.

UZMANIBU! Sis komplekts satur dzivnieku izcelsmes materialu. Ar komplekta reagentiem rikojieties ta, lai izvairitos no infekcijas
izraisTtajiem. Glabajot komplekta reagentus, rikojoties ar tiem un likvidgjot tos, ir jaievéro atbilstosi piesardzibas pasakumi un
laba laboratorijas prakse. Komplekta reagentu likvidé$ana javeic saskana ar vietgjo likumdo$anu.

ST produkta sagatavo$ana izmantotais cilvéka materials tika testéts, izmantojot Partikas un zalu parvaldes (FDA — Food and
Drug Administration) ieteiktos testus, lai noteiktu antivielas klatbatni cilvéka imandeficita virusa (HIV | un Il), hepatita B virsmas
antigénu, hepatita C antivielu, un rezultats bija negativs. Ta ka neviens tests pilniba nevar nodro$inat, ka nav nekadu infekcijas
izraisTtaju, ar reagentiem jarikojas saskana ar 2. biodro$ibas Iimeni.

Natrija azids

Kontrolmateriali satur natrija azidu (NaN3) > 0,1% (ar/bez) (< 1%).

Classification under CLP:

Acute Tox. 4
Aquatic Chronic 3

Hazard statements: Precautionary statements:

EUHO032 Contact with acids liberates very toxic gas P264 Wash hands thoroughly after handling.

H302 Harmful if swallowed P270 Do not eat, drink or smoke when using this product.
H412 Harmful to aquatic life with long lasting effects pP273 Avoid release to the environment.

P301/310 IF SWALLOWED: Immediately call a POISON
CENTER or doctor.

P330 Rinse mouth.

P501 Dispose of contents/container to hazardous or
special waste collection point.

4. LietoSanas piesardzibas norades

IDS-iISYS 1,25 VitD** kontrolmateriali ir liofilizéti. NodroSiniet, lai kontrolmateriali nostabilizétos Iidz istabas temperatirai
(18-25 °C). Iz8kidiniet tieSi pirms lietoSanas. Pievienojiet 1,2 mL destiléta vai dejonizéta Gdens katrai pudelei. Uzlieciet
aizbazni. Atstdjiet uz 10 minatém, lai izSkistu. Maisiet 2—-3 sekundes; uzmanigi apgrieziet otradi, lai nodroSinatu pilnigu
iz8K1Sanu. Jduzmanas no putu veidosanas.

Ja kontrolmateriali jaizmanto vairak par vienu reizi, tie ir jasasaldé (-20 °C) originalaja flakona 15 minGsu laikd péc

2-3 sekundes un izlietojiet 15 minGSu laika. Alikvotas nedrikst atkartoti sasaldét.

5. Reagentu deriguma termins un glabasana
Pirms lietoSanas glabajiet kontrolmaterialus vertikala stavoklit 2 Iidz 8 °C temperatdra. 1z8kidinatus kontrolmaterialus nav
ieteicams glabat pasSatkauséjosas saldétavas.

Reagentu deriguma termin$ Kontrolmateriali

Pirms atvérSanas 2-8 °C temperatara Lidz deriguma termina beigam
Péc iz8kidinaSanas 2—-8 °C temperatdra 6 stundas

Péc iz8kidinaSanas -20 °C vai zemaka temperatira originalaja flakona 28 dienas
Sasaldé$anas/atkausésanas cikls(-i) 2

Sistéma IDS-iSYS * 4 stundas

* Nepartraukta sistémas stabilitate
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6. Materiali
Nodrosinatie materiali

CTL1
CTL2

Cilvéka seruma bufera matrica, kas satur 1,25(0OH).D un natrija azidu ka konservantu (< 1,0%, ar/bez). 6 gab.,
katrs ar 2 koncentracijas limeniem, 1,2 mL.

NepiecieSamie, bet komplekta neieklautie materiali

Sistema Papildu aprikojums/materiali

1S-310400 IDS-ISYS Multi-Discipline Automated System 1S-2035 IDS-ISYS 1,25 VitD*P Calibration Verifiers
1S-2000 IDS-ISYS 1,25 VitD*® IS-10DA IDS-iSYS Diluent A

IS-CC100 IDS-iSYS Cuvettes

IS-CS100 IDS-iISYS System Liquid (Syst I) Vienreiz lietojamas polipropiléna 2 mL mikromégenes 10,8 mm
IS-CW100 IDS-ISYS Wash Solution (Wash S) diametra ar konusveida pamatni un skravéjamu vacinu ar
IS-CT100 IDS-iSYS Trigger Set blivgredzenu (Sarstedt 72.609 un 65.716 vai ekvivalents)
1S-6010 IDS-iSYS Cartridge Check System (CCS) Precizas pipeté$anas ierices

IS-CSC105  Sample Cups (500 pL)

IS-DW225 Disposable waste bags

IS-DS100 D-SORB solution

7. Kvantitativa analize

Lietojot kontrolmaterialu: iepiliniet aptuveni 400 pl (218 pL katrai kalibréSanas reizei) no katra kontrolmateriala vienreiz
lietojama 2 mL mikromé&gené ar skrlivéjamu vacinu un ievietojiet sistéma. Rikojieties saskana ar noradijumiem IDS-iISYS Multi-
Discipline Automated System lietotaja rokasgramatas.

Péc lietoSanas likvidgjiet mikromégenés esoSo materialu. NEIEVIETOJIET materialu atpakal kontrolmaterialu flakona.

Visi dati, kas nepiecieSami kontrolmaterialiem, ir pieejami minikompaktdiska. Ja dati kontrolmaterialu sérijai sistéma nav
pieejami, ieladgjiet datus, izmantojot minikompaktdisku, kas piegadats kopa ar kontrolmaterialu.

Kvalitates kontrolei lietojiet IDS-iSYS 1,25 VitD*? Control Set. Kontrolmateriali jatesté vismaz reizi 24 stundas, kad tests tiek
lietots, un katras kalibréSanas laikad saskana ar vietgjiem, valsts un/vai federalajiem noteikumiem vai akreditacijas prasibam un
laboratorijas kvalitates proceddru. Ja laboratorijas testé paraugus vairakas reizes diena, kontrolmaterialus ieteicams mérit katra
reizé.

KalibréSanas laika divas reizes jatesté visi kontrolmaterialu limeni. Kontrolmaterialu vertibam jabdt noraditajos pielaujamo

vertibu intervalos. Ja kontrolmateriala vértibas neatbilst noraditajam intervalam, saistitie testa rezultati ir nederigi un paraugi
jatesté atkartoti. Var bat nepiecieSama atkartota kalibréSana.

8. Izmantotie simboli

REF Kataloga numurs
IVD In Vitro diagnostikas ierice
“ Razotajs
C € Pieméro saskana ar direktivu 98/79/EC
Rx Only Uzmanibu! ASV Federalais likums nosaka, ka §Ts ierices pardo$anu vai pasitiS§anu veic tikai (licencéts

praktiz€joSs veselibas apripes darbinieks)

d Immunodiagnostic Systems Limited,

10 Didcot Way, Boldon Business Park,

Boldon, Tyne & Wear, NE35 9PD, UK

Talr.: +44 191 519 0660 * Fakss: +44 191 519 0760
e-pasts: info.uk@idsplc.com + www.idsplc.com

Immunodiagnostic Systems

ASV Immunodiagnostic Systems (IDS) Inc, Vacija Immunodiagnostic Systems GmbH (IDS GmbH)

948 Clopper Road, Gaithersburg, MD 20878, USA.
Talr.: +1 877 852 6210 * Fakss: +1 301 990 4236

e-pasts: info.us@idsplc.com

Francija Immunodiagnostic Systems SAS,
153 Avenue D’ltalie, 75013 Paris, France
Talr.: +33 140 770 450 *» Fakss: +33 140 770 455

e-pasts: info.fr@idsplc.com

Belgija Immunodiagnostic Systems S.A.,

Rue Ernest Solvay 101, 4000 Liege, Belgium

Talr.: +32 425 226 36 * Fakss: +32 425 251 96
e-pasts: info.be@idsplc.com
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Mainzer Landstrasse 49, 60329 Frankfurt am Main.
Talr.: +49 693 085 5025 * Fakss: +49 693 085 5125

e-pasts: info.de@idsplc.com

Skandinavija Immunodiagnostic Systems Nordic a/s (IDS
Nordic a/s), International House, Center Boulevard 5,

2300 Kgbenhavn S, Denmark

Talr.:+45 448 400 91 e-pasts: info.nordic@idsplc.com

Brazilija IDS Brasil Diagndsticos Ltda.

Rua dos Pinheiros, 610 - conj 41 Edificio Win Work Pinheiros
Sé&o Paulo, SP Brasil. CEP: 05422 001

Talrunis: +55 113 740 6100 -« Fakss: + 55 113 740 6105

e-pasts: info.br@idsplc.com
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IDS-ISYS 1,25 VitD*? Control Set Hasznalati utasitas

REF | 1S- 2030 c €

immunodiagnosticsystems

1. Rendeltetésszer(i hasznalat

In vitro diagnosztikai felhasznalasra
Az IDS-iISYS 1,25 VitD** Control Set kontrollkészlet in vitro diagnosztikai felhasznalasra szolgal az IDS-iISYS 1,25 VitD*?
mindség-ellenérzésére az IDS-iISYS Multi-Discipline Automated System rendszeren.

Rx Only

2. Osszefoglal6 és ismertetés

Az eredmények kilonb6z6 napok kozti validitasanak biztositasa érdekében javasoljuk kontrolimintak rendszeres hasznalatat
kilonb6z6 analitszinteken. Az IDS-ISYS 1,25 VitD** Control Set kontrollkészlet pufferelt human szérumot tartalmaz az
1,25(0H),D két koncentraci6jaban. A kontrollok az IDS-iISYS 1,25 VitD*® proba pontossaganak és precizitasanak
monitorozasara szolgalnak.

3. Figyelmeztetések és Ovintézkedések

Az IDS-ISYS 1,25 VitD*® Control Set kontrollkészlet kizardlag in vitro diagnosztikai felhasznalasra szolgal, és nem hasznéalhatd
bels6leg embereknél vagy allatoknal. Ezt a terméket szigoruan a Hasznalati utasitasban el6irt utasitdsok szerint kell hasznalni.
Az Immunodiagnostic Systems Limited (IDS) nem vallal felel6sséget semmilyen veszteségért vagy karért (kivéve a torvényi
kotelezettségeket), amely a megadott utasitasok be nem tartadsabdl ered barmilyen médon.

VIGYAZAT: Ez a készlet dllati eredetli anyagot tartalmaz. Kezelje a készlet reagenseit Ugy, hogy potencidlisan korokozok
terjesztésére lehetnek alkalmasak. A készletreagensek tarolasandl, kezelésénél és artalmatlanitasanal a megfeleld
Ovintézkedéseket és helyes laboratériumi gyakorlatokat kell alkalmazni. A készletreagensek artalmatlanitasat a helyi
szabalyozasok szerint kell végezni.

Az e termék készitésénél hasznalt human anyagot az FDA altal javasolt probdakkal vizsgaltuk a human immundeficiencia virus (HIV | és 11), a
hepatitis B felszini antigén és a hepatitis C elleni antitestek jelenlétére, és negativnak taldltuk. Mivel egyetlen vizsgdlat sem adhat teljes
biztositékot arra, hogy nincs jelen kérokozoé, a reagenseket 2-es bioldgiai biztonsagi szint szerint kell kezelni.

Natrium-azid
A kontrollok > 0,1% (w/w) (< 1%) natrium-azidot (NaNs) tartalmaznak.

Classification under CLP:
Acute Tox. 4
Aquatic Chronic 3

Hazard statements: Precautionary statements:

EUHO032 Contact with acids liberates very toxic gas P264 Wash hands thoroughly after handling.

H302 Harmful if swallowed P270 Do not eat, drink or smoke when using this product.
H412 Harmful to aquatic life with long lasting effects P273 Avoid release to the environment.

P301/310 IF SWALLOWED: Immediately call a POISON
CENTER or doctor.

P330 Rinse mouth.

P501 Dispose of contents/container to hazardous or
special waste collection point.

4. Kezelési 6vintézkedések

Az IDS-iISYS 1,25 VitD*® kontrollok liofilizaltak. Gondoskodjon arrél, hogy a kontrollok szobahémérsékletre melegedjenek (18—
25 °C). A feloldast kdzvetlenll a hasznalat el6tt végezze el. Adjon 1,2 mL desztillalt vagy ioncserélt vizet minden lveghez.
Tegye vissza a dugét. Hagyja 10 percig feloldodni. Orvénykeverdvel keverje 2—3 masodpercig; a teljes feloldédas érdekében
6vatosan forgassa meg. Ugyeljen arra, hogy elkeriilje a habképz6dést.

Ha a kontrollokat egynél tobbszor kell felhasznélni, a feloldastdl szamitott 15 percen belll le kell fagyasztani (=20 °C-ra).
A fagyott kontrollok ujbdli felhasznalasanal szobahémérsékleten olvassza ki, 6rvénykeverével keverje 2—3 masodpercig, és
15 percen belil haszndlja fel azokat. Az aliquot részek nem fagyaszthaték Gjra.

5. Areagensek lejarati ideje és tarolasa
Felhasznalas el6tt tarolja a kontrollokat fliggéleges helyzetben, 2—8°C-on. Az automata leolvasztasu fagyasztok nem javasoltak
a feloldott kontrollok tarolasara.

A reagensek lejarati ideje Kontrollok
Kinyitas el6tt 2-8 °C-on A lejarati datumig
Feloldas utan 2-8 °C-on 6 ora
Feloldas utan —20 °C vagy alacsonyabb hémérsékleten az eredeti livegben 28 nap
Fagyasztéasi/kiolvasztasi ciklus(ok) 2

Az IDS-iSYS késziilékbe helyezve * 4 6ra

* Folyamatos stabilitas a készilékbe helyezve.
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6. Anyagok
Biztositott anyagok

CTL1 1,25(0OH),D-t és tartdsitdszerként natrium-azidot (< 1,0%, w/w) tartalmazé human szérum puffer matrix.
CTL2 A 2 koncentracios szint mindegyikébdl 6, 1,2 mL.

Sziikséges, de nem biztositott anyagok
Rendszer Opcionalis felszerelés/anyagok
1S-310400 IDS-ISYS Multi-Discipline Automated System 1S-2035 IDS-iSYS 1,25 VitD*P Calibration Verifiers

1S-2000 IDS-iISYS 1,25 VitDXP IS-10DA IDS-iSYS Diluent A
IS-CC100 IDS-iSYS Cuvettes
IS-CS100 IDS-ISYS System Liquid (Syst I) 2 mL-es, 10,8 mm atmérgjl,eldobhatd, polipropilén, kipos

IS-CW100 IDS-iISYS Wash Solution (Wash S) talpas, menetes kupakos mikrocsévek és témitégydrivel
IS-CT100 IDS-iISYS Trigger Set ellatott menetes kupak (Sarstedt 72.609 és 65.716 vagy
1S-6010 IDS-iISYS Cartridge Check System (CCS) ezekkel egyenértéki)

IS-CSC105  Sample Cups (500 pL)
IS-DW225 Disposable waste bags
IS-DS100 D-SORB solution

Preciziés pipettal6 eszk6zok

7. Proba

A kontrollok hasznalatakor pipettaljon korulbelil 400 pL (218 pL példanyonként) mindkét kontrollbdl az eldobhatd, 2 mL-es,
menetes kupakos mikrocsébe, és helyezze a cstveket a rendszerbe. Folytassa az IDS-iSYS Multi-Discipline Automated
System felhaszndl6i kézikdnyv utasitasai szerint.

Hasznalat utan dobja el a mikrocsdvekben 1évé anyagot. NE téltse vissza az anyagot a kontrolltivegbe.

A kontrollokhoz sziikséges valamennyi adat megtalalhaté a mini CD-n. Ha a kontrolltétel adatai nem &llnak rendelkezésre
a rendszeren, toltse be az adatokat a készletben mellékelt mini CD-vel.

Minéség-ellenérzéshez hasznalja az IDS-iSYS 1,25 VitD*P Control Set kontrollkészletet. A kontrollokat legalabb 24 éranként
egyszer tesztelni kell, amikor a teszt hasznélatban van, illetve minden kalibralas alatt, 6sszhangban a helyi, allami és/vagy
szbvetségi szabalyozassal, illetve akkreditacios kdvetelményekkel, valamint a laboratérium min&ség-ellenérzési eljarasaval.
Javasoljuk, hogy az a labor, amely a mintakat egy nap t6bb menetben teszteli, mérje meg a kontrollokat minden menet alatt.

Egy kalibrdlas alatt minden kontrollszintet két példanyban kell tesztelni. A kontroll értékeinek a meghatérozott elfogadhatd
tartomanyon bell kell lennitk. Ha egy kontroll a meghatarozott tartomanyon kivil esik, a hozza tartozd teszteredmények
érvénytelenek, és a mintakat Ujra kell tesztelni. Ujrakalibralasra lehet sziikség.

8. Szimbdélumok

REF Katalbgusszam
IVD In vitro diagnosztikai eszkoz
“ Gyarto
C E A 98/79/EC iranyelv szerint alkalmazhaté
Rx Only Vigyazat: Az Egyesiilt Allamok szdvetségi tdrvényei szerint ez az eszkdz csak (engedéllyel rendelkezd

egészségligyi szakember) altal vagy megrendelésére értékesithetd

d Immunodiagnostic Systems Limited,

10 Didcot Way, Boldon Business Park,

Boldon, Tyne & Wear, NE35 9PD, UK

Tel.: +44 191 519 0660 » Fax: +44 191 519 0760
e-mail: info.uk@idsplc.com  « www.idsplc.com

Immunodiagnostic Systems

USA Immunodiagnostic Systems (IDS) Inc,

948 Clopper Road, Gaithersburg, MD 20878, USA.
Tel.: +1 877 852 6210 » Fax: +1 301 990 4236
e-mail: info.us@idsplc.com

Franciaorszag Immunodiagnostic Systems SAS,

153 Avenue D’ltalie, 75013 Paris, France

Tel.: +33 140 770 450 » Fax: +33 140 770 455
e-mail: info.fr@idsplc.com

Belgium Immunodiagnostic Systems S.A.,
Rue Ernest Solvay 101, 4000 Liege, Belgium
Tel.: +32 425 226 36 » Fax: +32 425 251 96

e-mail: info.be@idsplc.com
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Németorszag Immunodiagnostic Systems GmbH (IDS GmbH)
Mainzer Landstrasse 49, 60329 Frankfurt am Main.

Tel.: +49 693 085 5025  Fax: +49 693 085 5125

e-mail: info.de@idsplc.com

Skandinavia Immunodiagnostic Systems Nordic a/s (IDS
Nordic a/s), International House, Center Boulevard 5,

2300 Kgbenhavn S, Denmark

Tel:+45 448 400 91 e-mail: info.nordic@idsplc.com

Brazilia IDS Brasil Diagnosticos Ltda.

Rua dos Pinheiros, 610 - conj 41 Edificio Win Work Pinheiros
S&o Paulo, SP Brasil. CEP: 05422 001

Tel.: +55 113 740 6100 * Fax: + 55113 740 6105
e-mail: info.br@idsplc.com
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IDS-ISYS 1,25 VitD*? Control Set Instrucdes de uso

REF | 1S- 2030 C €

immunodiagnosticsystems

1. Utilizacdo prevista

Para utilizagdo em diagnéstico In Vitro
O IDS-iSYS 1,25 VitD** Control Set destina-se ao uso de diagnostico in vitro, para o controle de qualidade do IDS-iISYS
1,25 VitD*? no IDS-iISYS Multi-Discipline Automated System.

Rx Only

2. Resumo e explicacao

O uso regular de amostras de controle em varios niveis de analitos é recomendavel para garantir a validade diaria dos
resultados. O IDS-iSYS 1,25 VitD*P Control Set contém soro humano tamponado a duas concentragdes de 1,25(0OH),D. Os
controles sdo usados para monitorar a preciséo do ensaio IDS-ISYS 1,25 VitD*®.

3. Alertas e precaucdes

O IDS-iSYS 1,25 VitD* Control Set destina-se somente ao uso para diagnéstico in vitro e ndo se destina ao uso interno em
humanos ou animais. Este produto deve ser utilizado estritamente de acordo com as instru¢des contidas nestas Instrugdes de
uso. A Immunodiagnostic Systems Limited (IDS) ndo sera responséavel por qualquer perda ou dano (exceto conforme exigido
por lei), independentemente das causas, decorrentes de ndo conformidade com as instrugdes fornecidas.

ATENCAO: este kit contém material de origem animal. Manipule os reagentes do kit como se eles pudessem transmitir um
agente infeccioso. Deve-se usar precaugfes apropriadas e boas praticas laboratoriais no armazenamento, manuseio e
descarte dos reagentes do kit. O descarte dos reagentes do kit deve estar em conformidade com as regulamentagdes locais.

O material humano utilizado na preparacéo deste produto foi testado com os ensaios recomendados pela FDA para deteccao
da eventual presenca de anticorpos do Virus da Imunodeficiéncia Humana (HIV | e Il), o antigeno de superficie da Hepatite B,
anticorpos de hepatite C, e o resultado foi negativo. Como nenhum teste pode garantir totalmente a auséncia de agentes
infecciosos, os reagentes devem ser manipulados em conformidade com a Biosseguranga de nivel 2.

Azida sédica
Os controles contém azida sddica (NaN3) >0,1% (p/p) (<1%).

Classification under CLP:
Acute Tox. 4
Aquatic Chronic 3

Hazard statements: Precautionary statements:

EUHO032 Contact with acids liberates very toxic gas P264 Wash hands thoroughly after handling.

H302 Harmful if swallowed pP270 Do not eat, drink or smoke when using this product.
H412 Harmful to aquatic life with long lasting effects pP273 Avoid release to the environment.

P301/310 IF SWALLOWED: Immediately call a POISON
CENTER or doctor.

P330 Rinse mouth.

P501 Dispose of contents/container to hazardous or
special waste collection point.

4. Precauc¢des durante o manuseio

Os controles do IDS-iISYS 1,25 VitD*® s&o liofilizados. Certifiqgue-se de que os controles estejam equilibrados com a
temperatura ambiente (18°C a 25°C). Reconstitua-os imediatamente antes do uso. Adicione 1,2 mL de agua destilada ou
deionizada em cada frasco. Recoloque a tampa. Aguarde 10 minutos para reconstituir. Fagca um voértice durante 2 a
3 segundos; inverta cuidadosamente para assegurar uma reconstituicdo completa. E preciso ter cuidado para evitar a
formacao de espuma.

Se os controles forem usados mais de uma vez, eles devem ser congelados (—20°C) dentro do frasco original até 15 minutos
apos a reconstituicdo. Quando reutilizar controles congelados, descongele-os a temperatura ambiente, faga um vortice por 2 a
3 segundos e use-0s ap6s um intervalo de até 15 minutos. As aliquotas ndo devem ser congeladas novamente.

5. Validade e armazenamento dos reagentes
Armazene os controles em posicéo vertical de 2°C a 8°C antes do uso. Os congeladores com autodescongelamento nédo séo
recomendados para 0 armazenamento de controles reconstituidos.

Validade dos reagentes Controles
Antes de abrir, entre 2°C e 8°C Até a data de validade
Depois da reconstitui¢éo, entre 2°C e 8°C 6 horas
Depois da reconstituicdo, a —20°C ou menos no frasco original 28 dias
Ciclo(s) de congelamento/descongelamento 2
Carregado no IDS-iSYS * 4 horas

* Estabilidade continua no Sistema
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6. Materiais
Materiais fornecidos

CTL1 Matriz de soro humano tamponado contendo 1,25(0OH).D e azida sddica como conservante (<1,0%, p/p). 6 de
CTL2 cada com 2 niveis de concentragdo, 1,2 mL.

Materiais necessarios, mas nao fornecidos

Sistema Materiais/equipamentos opcionais

1S-310400 IDS-ISYS Multi-Discipline Automated System 1S-2035 IDS-ISYS 1,25 VitD*P Calibration Verifiers
1S-2000 IDS-ISYS 1,25 VitD*P IS-10DA IDS-iSYS Diluent A

IS-CC100 IDS-iSYS Cuvettes

IS-CS100 IDS-iSYS System Liquid (Syst I) Microtubos descartaveis de polipropileno de 2 mL com base

IS-CW100 IDS-ISYS Wash Solution (Wash S) conica contornada de 10,8 mm de didmetro a serem usados
IS-CT100 IDS-ISYS Trigger Set com tampa rosqueada, e tampa rosqueada com gaxeta
1S-6010 IDS-iSYS Cartridge Check System (CCS) circular (Sarstedt 72.609 e 65.716 ou equivalente)

IS-CSC105  Sample Cups (500 pL)
IS-DW225 Disposable waste bags
IS-DS100 D-SORB solution

Dispositivos de pipetagem de precisdo

7. Ensaio

Ao usar os controles: pipete cerca de 400 pL (218 pL por réplica) de cada controle em microtubos descartaveis de 2 mL com
tampa rosqueada e coloque-os no Sistema. Continue de acordo com as instrugdes dos Manuais do usuério do IDS-iSYS Multi-
Discipline Automated System.

Descarte o material contido nos microtubos ap6s o uso. NAO recoloque o material no frasco de controle.

Todos os dados necessarios para os controles podem ser encontrados no mini CD. Se os dados para o lote de controles ndo
estiverem disponiveis no Sistema, carregue os dados usando o mini CD fornecido com o controle.

Use 0 IDS-iSYS 1,25 VitD*® Control Set para controle de qualidade. Os controles devem ser minimamente testados pelo
menos uma vez a cada 24 horas quando o teste estd em uso e durante cada calibracdo, em conformidade com a
regulamentacéo ou os requisitos de credenciamento locais, estaduais e/ou federais e com os procedimentos de qualidade do
seu laboratério. Recomenda-se que os laboratérios que fizerem os testes das amostras em varios turnos em um dia megam os
controles em cada turno.

Durante a calibragao, todos os niveis de controle devem passar por ensaio em duplicata. Os valores de controle devem estar
dentro dos intervalos aceitaveis especificados. Se um controle estiver fora do intervalo especificado, os resultados dos testes
associados serdo invalidos e as amostras deverdo ser testadas novamente. Pode ser necessaria uma nova calibragéo.

8. Simbolos usados

REF Numero do catalogo

IVD Dispositivo de diagnéstico In Vitro

J Fabricante
ce

Aplicado de acordo com a diretriz 98/79/EC

Rx Only Atencao: a Lei Federal dos EUA restringe a venda deste dispositivo por ou a pedido de um (profissional da
saude licenciado).

d Immunodiagnostic Systems Limited,

10 Didcot Way, Boldon Business Park,

Boldon, Tyne & Wear, NE35 9PD, UK

Tel.: +44 191 519 0660 » Fax: +44 191 519 0760
e-mail: info.uk@idsplc.com  « www.idsplc.com
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EUA Immunodiagnostic Systems (IDS) Inc,

948 Clopper Road, Gaithersburg, MD 20878, USA.
Tel.: +1 877 852 6210 » Fax: +1 301 990 4236
e-mail: info.us@idsplc.com

Frang¢a Immunodiagnostic Systems SAS,
153 Avenue D’ltalie, 75013 Paris, France
Tel.: +33 140 770 450 » Fax: +33 140 770 455

e-mail: info.fr@idsplc.com

Bélgica Immunodiagnostic Systems S.A.,,
Rue Ernest Solvay 101, 4000 Liége, Belgium
Tel.: +32 425 226 36 » Fax: +32 425 251 96

e-mail: info.be@idsplc.com
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Alemanha Immunodiagnostic Systems GmbH (IDS GmbH)
Mainzer Landstrasse 49, 60329 Frankfurt am Main.

Tel.: +49 693 085 5025 » Fax: +49 693 085 5125

e-mail: info.de@idsplc.com

Escandinavia Immunodiagnostic Systems Nordic a/s (IDS
Nordic a/s), International House, Center Boulevard 5,

2300 Kgbenhavn S, Denmark

Tel.:+45 448 400 91 e-mail: info.nordic@idsplc.com

Brasil IDS Brasil Diagnoésticos Ltda.

Rua dos Pinheiros, 610 - conj 41 Edificio Win Work Pinheiros
Sé&o Paulo, SP Brasil. CEP: 05422 001

Tel.: +55 113 740 6100 * Fax: + 55 113 740 6105

e-mail: info.br@idsplc.com
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